VA National Center for Patient Safety ( Ensuring Correct Surgery Directive

Q: Why is this directive important? 

A: Wrong site, wrong patient and wrong implant procedures are relatively uncommon adverse events, but devastating when they occur. The new program offers a straight-forward, five-step procedure to identify the correct patient, mark the correct site and ensure the correct procedure or implant. 

Q: How did NCPS become involved with this directive? 

A: NCPS was established in 1999 to lead the VA’s patient safety efforts and to develop and nurture a culture of safety throughout the Veterans Health Administration (VHA). NCPS’ primary goal is the nationwide reduction and prevention of inadvertent harm to patients as a result of their care. 


Q: Why did the NCPS develop this particular directive? 

A: NCPS wanted all VA facilities to have a uniform, field-tested system in place to minimize the risk of incorrect surgical procedures, rather than ask each facility to “reinvent the wheel” and develop a program of its own. 
Q: How long did it take? 
A: The whole process took about 9 months, Feb. to Nov. 2002.

Q: Is this the biggest issue in patient safety? 

A: No. This is not the biggest issue in patient safety, but it is an important one. The 2001 VA rate for incorrect surgical procedures was approximately one in 25,000 to one in 30,000. By comparison, the private sector medical community has reported incidents ranging from one in 15,000 to one in 20,000. 

Q: How did you analyze the problem? 

A: NCPS uses an inter-disciplinary team approach to study problems in patient safety known as Root Cause Analysis (RCA). The goal of the RCA process is to find out what happened, why it happened and to determine what can be done to prevent it from happening again. 

Q: What sort of incorrect procedures occurred at VA facilities? 

A: An analysis showed that the problems were more complex than just determining left- verses right-side surgery. The following categories were noted: 44% were left-right mix-ups on the correct patient; 36% were wrong patient; 14% were wrong implant or wrong procedure on the correct patient; 7% were wrong site (not left-right on correct patient).  






Q: Does the VA inform patients of injuries resulting from an adverse event?

A: Yes. VA facilities promptly inform patients and their families about pertinent clinical facts associated with injuries resulting from adverse events.   

Q:. If injury occurred, how was the patient victim or family compensated? 

A: The VA is liable when patients suffer unnecessary harm and compensation has been provided as appropriate or as required. VA facilities are required to inform patients when an adverse event has occurred.

Q: If so, was disciplinary action taken against the VA employee(s) involved? 

A: NCPS and VA medical facilities use the RCA process to study problems in patient safety. The findings of this inter-disciplinary team approach are considered confidential and privileged and can not be used to punish staff after an adverse event has occurred. The goal of the RCA process is to find out what happened, why it happened and to determine what can be done to prevent it from happening again. There are other parallel administrative systems in place that are designed to address issues regarding disciplinary action.
Q: If someone is at fault, shouldn’t they be punished? 

A: NCPS takes systems approach to develop health care solutions based on prevention, not punishment. We don’t believe people come to work to do a bad job. Given the right set of circumstances, any of us can make a mistake. We must force ourselves to look past the easy answer ( that an adverse event was someone’s fault. We want to look at the tougher question: Why did this adverse event occur? And more importantly, how do we prevent it from happening again. This is best accomplished using non-punitive methods; assigning blame doesn’t result in sustainable systems-level changes that prevent future harm. Adverse events seldom happen for a single reason. A chain of events that has gone unnoticed most often leads to a recurring safety problem, regardless of the personnel involved. 

Q. Do you have a blame-free system? 

A. No. We have a system that delineates what type of activities may result in blame and which don’t. Only those events that are judged to be an intentionally unsafe act can result in the assignment of blame and punitive action.  
Q: How do you define an intentional unsafe act? 
A: Intentional unsafe acts, as they pertain to patients, are any events that result from a criminal act, a purposefully unsafe act, or an act related to alcohol or substance abuse or patient abuse. 




Q: Did you test the new directive? 

A: Yes. The VHA established the VHA Working Group on Ensuring Correct Site and Correct Patient Procedures and pilot-tested a set of preventive steps at ten VA medical centers during the summer of 2002. The ten pilot test sites reported that implementing the steps was not an unduly arduous process. In a post-pilot evaluation, a large majority of operating room personnel responded that the steps were worthwhile, sensible, and likely to help prevent incorrect surgeries.  

Q: Is the RCA process a top-down process? 

A: No. Though NCPS leadership developed and coordinated the program, VA professionals on the frontline were critical to the directive’s further development and fine-tuning during the pilot test. In general, because we believe people on the frontline are usually in the best position to identify issues and solutions, RCA teams at each of the VA health care facilities routinely formulate solutions, test, implement, and measure outcomes in order to improve patient safety. The teams’ findings are shared nationwide.
Q: Can you provide examples of surgeries that were done incorrectly?  

A. Yes. For instance, a surgery can be conducted on the wrong knee or on the wrong finger on the correct hand; or a patient might receive the wrong intraocular lens in an eye operation. Problems can also occur because patients were accidentally switched for a procedure because they had similar names; or were slated to receive similar procedures. 
Q: Can you be more specific? Identify a specific patient? 

A: No. The RCA process is protected by federal confidentiality regulations which prohibit this, however, aggregated data can be discussed. It is much more important to know about what kinds of things have happened and how to prevent them from happening elsewhere than it is to know specifically who was involved. This systems approach to health care solutions focuses on prevention, not punishment. There is seldom a single reason an adverse event occurs. A chain of events that has gone unnoticed most often leads to a recurring safety problem, regardless of the personnel involved. 

Q: How does your five-step system work to prevent these types of problems? 

A: Wrong site surgery is more likely to occur when the communication system involved in identifying the correct procedure is too complex or does not involve the patient. It usually is a failure to have a system in place to adequately review the medical record or to assure that patients have not been accidentally switched due to misidentification. That’s why we developed the Ensuring Correct Surgery directive as five-step system based on straight-forward communications, using both written and verbal communications that involve the patient and the operating team. 

Q: Will your system prevent all incorrect surgical procedures? 
A: All medical procedures involve risk. Our five-step system is designed to reduce the risk of incorrect surgery to a minimum.  
Q: Can you describe the five steps? 

A: Yes. 

Step 1 improves the informed consent process by requiring that the site, name, and reason for the procedure be on the consent form that the patient signs.  

Step 2 requires that a physician who is scheduled to participate in the surgery mark the surgical site, with the cooperation of the patient, before the patient is prepared for surgery.  

Step 3 requires that just before the patient is brought into the operating room, a member of the staff must ask the patient’s name, their SSN or birth date, and about the surgical site ( and check these answers. 

Step 4 requires a “time-out” to confirm the surgical plan in the operating room, which must take place when the patient, surgeon, and other key personnel are present.  

Step 5 requires that at least two members of the operating room team affirm that x-rays or other images used in confirming the site are correct.  

Q: Has the new program taken effect? 

A:. Yes. The VA instituted this new, field-tested program on Jan. 1, 2003. 



Q: Is VA employee participation in the program voluntary? 

A: No. The program was developed to be followed by VA employees for each surgery performed at VA facilities. A patient brochure has been developed to explain the process to patients. Patients are strongly encouraged to participate in all phases as appropriate. 
Q: What VA employees will participate in the program? 

A: Participants include the surgeon – to include the attending surgeon(s) and/or residents ( nurses, the anesthesia provider and other health care professionals involved in the surgery. 


Q: How will patients learn about the new system? 

A: We will discuss each step with them and we have developed a brochure specifically 

designed for patients that describes each step in the process. 

Q: Can I get a copy of the brochure?

A: Yes. Our patient brochure and a related poster are available on our Web site: : http://www.patientsafety.gov/CorrectSurg.html


Q: Does the new program meet Joint Commission on Accreditation of Healthcare Organization goals? 

A: Yes. The Ensuring Correct Surgery directive is just one way the VA is achieving or exceeding JCAHO’s new 2003 patient safety goals. 

Q. How does the VA define “consent” noted in Step 1 of the system? 

A: We base a patient’s ability to consent to a surgery on that patient’s decision-making ability. Decision-making capacity is defined by the VHA’s Informed Consent Procedures as "the ability to understand and appreciate the nature and consequences of health care treatment decisions." Decision-making capacity may be precluded by a disease state or heavy sedation. Whenever possible in cases where the patient cannot act on their own behalf, an individual who provided informed consent needs to be asked to state the name of the patient and the site to be operated on. 
Q: What if the patient is sedated? How will the patient make a decision? 

A: Decision-making capacity may be precluded by a disease state or heavy sedation. It needs to be noted that sedation by itself does not prevent the patient from possessing a decision-making capacity. The patient's decision-making capacity must be determined based on the facts of the particular circumstance. For example, a patient who is extremely anxious may actually be better able to provide informed consent once an anti-anxiety drug, like Valium, is given. Similarly, a patient in pain should not be denied the necessary pain medications. 
Q: What kind of marks do you make as noted in Step 2?   

A: We mark the site with an “X” or with a physician’s two-letter initials. Marking all correct sites means marking sites that can be small in size or where a patient would not want a large mark. For example, if a finger is to be operated on, that finger will be marked with an “X” or the physician’s two-letter initials. It makes a lot more sense than writing “correct” on one finger and “incorrect” on all other fingers. 

Q: Why not use “correct” or “incorrect”?”

A: This issue was addressed in the pilot test. There are many reasons for not marking more than one location. One obvious reason is there isn’t always another location to mark as incorrect. We decided that having to mark two places and sometimes mark one place is more difficult to explain or teach than simply marking one site. 

Q: Won’t a mark that is put on wash off easily? 

A:. No. We use ink that will still be visible after pre-surgical preparation of the operative site. In an effort to involve patients, we ask them to check to see that the mark does not rub off prior to surgery and to let doctors and nurses know if it has. We discuss the entire five-step process with them and also provide detailed information on all five steps in a brochure format. The ink typically washes off within a reasonable time.  

Q: What about an eye operation? 

A: Marking all correct sites means we also require marking sites on the face. We learned during the pilot test that a small X or two-letter initial near an eye was agreeable to both staff and patients.  

Q: Are there other advantages to marking only the correct site? 

A: Yes. When only the place where the surgery is to occur is marked, it is clear that it is the only site and that all unmarked areas are not to be the site for a surgical procedure.

Q: How will you handle patients during a medical emergency? 

A:. In the event of a life-threatening emergency, the site need not be marked prior to transporting the patient to the Operating Room (OR); however, the surgical team must concur about the correct operative site in the OR prior to the initiation of surgery.  

Q: Can a patient just say “OK” to the questions asked in Step 3? 

A:. No. The patient must state – not confirm ( his or her full name, social security number or date of birth, and the site for the procedure. 

Q: Why is a “time out” noted in Step 4 important? 

A: The time out ensures that everyone on the operating team is “on the same page.” A designated member of the OR team states the name of the patient, the procedure to be performed, the location of the site (including laterality, if applicable) or the specifications of the implant to be used (if applicable). After the statement, other members of the team verbally state that they concur with this information before the procedure begins.

Q: What sort of imaging data are you talking about in Step 5? 
A:  We are speaking about such things as x-rays and other imaging data, such as ultra sound images, CAT scans, and MRI images. 
Q: Is the directive consistent with guidance issued by professional medical associations?  

A: Yes. Our actions are consistent with professional medical associations, including the American Academy of Orthopedic Surgeons, the American Academy of Ophthalmology and the Association of Operating Room Nurses.

Q: Can I get a copy of the Directive? 

A: Yes. Click to our Web site: http://www.patientsafety.gov/CorrectSurg.html
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