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MAKING INFORMED CONSENT WORK IN YOUR PRACTICE

The way that plastic surgery is practiced has changed significantly in recent years.  Risk-management and informed consent issues have become an integral part of the practice of medicine and surgery.  And, as we have learned from the litigation over breast implants, it is vitally important to document informed consent in the medical record.  What formerly passed for informed-consent documentation is no longer adequate protection.

Every plastic surgeon that has ever been ordered by an attorney to release a patient’s medical record has worried whether the record will adequately counter claims of inadequate risk disclosure.  A common refrain among litigious patients is: “If I had been informed of a particular complication, I would not have undergone the operation.”

It’s important to take the time to invest in a program of comprehensive risk management to produce a medical record that will help your defense in such instances.  Simply put, the time you invest up front in the creation of a solid risk-management program will reap a payoff of measurable returns.  Consistent and complete documentation of risk disclosure may help you to avoid disruptions to your surgery practice from the defense of malpractice litigation.

Each plastic surgeon has his or her own style of practice.  Unfortunately, there is no single pre-printed consent form that adequately meets everyone’s individual needs.  Each state has different statutes concerning informed consent and standards of practice.  There is no “universal” consent form that meets every state’s requirements.  Even many state-mandated informed-consent documents omit important topics like additional treatment necessary, financial responsibility, and the lack of guarantee.

The sample documents contained within this workbook represent a newer approach for risk disclosure to patients.  Instead of merely listing potential complications, the documents include concise and informative explanations of potential problems.  When patients read the consent form, the explanations will reinforce the verbal comments they have received from you in the consultation.  Again, they are simply guides and must be tailored to reflect your individual practice needs, your particular state’s requirements and the requirement of your malpractice insurance carrier.

Even though there is little you can do to influence some of the external forces controlling the destiny of medicine, you can control what goes on in your office and the risk-disclosure information that goes into your patients’ medical records.

Some suggestions for making this process work in your office are contained in this chapter.

Staff Training

In recent years, the role of the plastic surgeon’s office staff has broadened dramatically.  Today, your staff must have competence in many areas of business, as well as good communication and customer-service skills, and knowledge of risk-management issues.

It is very important to train your staff concerning their role in risk management.  Tell your staff members to inform you of any problems they encounter with patients.  Small problems will remain small if you deal with them promptly.  Encourage your staff to attend local risk-management seminars and be receptive to their suggestions concerning improvements in your office-based risk-management program.

Your staff can be of great assistance to you in all areas of risk management.  They can alert you to potential patient dissatisfaction of other problems in the services you provide.  Develop a team approach to dealing with risk-management issues.

Office Policy Manual

Often there are variations in how certain activities are performed in the office.  Variations that stray too far from “acceptable” practice conduct can lead to disaster when there is an unfortunate outcome involving a patient.

Office-policy manuals help define the expectations of what would be considered reasonable judgement and actions in most situations.  If followed, a written policy manual can minimize problems and help your staff with continuity in performing their work.

Be sure your office-policy manual describes what you believe to be acceptable risk-management-related activities.

Having a written policy manual can also help streamline the training of new employees by defining each staff member’s role in your risk-management program.  A policy manual can be developed and updated using word-processing software.

Checklists

Most pilots will not operate something as complicated as an aircraft without using checklists to prevent errors.  Checklists are recognized as an effective means of avoiding accidents and simplifying complicated technical tasks.

If more than one person is responsible for patient care in your office, a checklist can serve as a helpful communication guide for your staff.  Checklists can help you organize the peri-operative care of your patients and allow your staff to quickly check on the status of events relating to patient care.

Develop checklists to help you and your staff provide optimal patient care.  You may use your own checklists during consultations or to assist with dictation.  Your staff can use them to ascertain that everything is in order prior to, during or after surgery.  You may wish to instruct your staff to stop a process from continuing if they notice that an important checklist item has been overlooked.

Checklists may be used to document that a patient’s record is in order at the end of treatment, before the inactive chart is placed into storage.  Giving a patient’s chart a final review prior to storage may help avoid the later embarrassment of discovering a chart with crucial entries missing.

Checklists may be easily developed using word-processing software and your office computer.

Appointment Scheduling

Office-scheduling practices should be re-examined to make sure that you’re allowing a comfortable amount of time for your pre-operative conferences with patients.  Using informed-consent documents and other printed material may require you to allow more time for office visits, especially if a patient will be occupying a treatment room to read and complete this material.

Be certain that your office staff know how much time is needed to take a patient through the steps of an initial office visit and to prepare him or her for surgery.

Keep in mind that scheduling an informed-consent consultation and a surgical procedure in a single office visit may become problematic if you need to communicate a great deal of information to the patient.  The patient may feel he or she is being rushed into a surgical procedure without being allowed time to understand the detail or think things through.

At times, you may feel pressured by a cost-conscious referring physician to complete the consultation and surgery in a single visit.  It is not unreasonable to tell these doctors that it is your office policy to have patients return for a second or even a third office visit before surgery to ensure that they completely understand the proposed procedure.

Communications Skills

Discussing risks and other informed-consent issues with your patients requires tact and skill.  No one likes to talk about the potential downside of surgery or anything else that may have a negative outcome.  Yet, the possibility of complications must be dealt with candidly.

From time to time, all surgeons have outcomes that would not be classified as satisfactory.  And, although a poor result does not in itself imply malpractice, patients who have experienced a surgical complication often say, “I would not have undergone this operation if I knew this could have happened to me.”

There are many excellent ways to communicate the issues of informed consent and risk disclosure during pre-operative patient consultations.  It is most effective if patients participate in the decision process by asking questions and accepting the risks involved in the proposed treatment.

Most patients understand the concept of risk.  Some patients may appreciate knowing how the risk of a poor surgical outcome compares with other risks, such as being injured in a car accident.  If you cite percentages to explain surgical risk, make sure they are accurate and up to date.

Make it clear to your patient that you want them to have a complete understanding of the risks of the surgery ahead of them.  If this is done properly, your communications about risk disclosure and informed consent will help your patients understand that you are their advocate.  If done incorrectly, your patients will be left with the negative impression that you are not serious about risks and potential complications from surgery.

Copious amounts of printed information are often given to the patient prior to surgery.  Many of these items cover issues unrelated to informed consent.  “Information overload,” which occurs when too much paperwork is thrust upon a patient, can often lead to mistakes and misunderstandings.  It is imperative that you and your staff do everything possible to prevent this problem.  Consider substituting some of your printed materials with audiovisual media.  Remember, patients need adequate time to assimilate the information that is given to them.

During consultation, take the time to occasionally ask your patient if they understand everything said so far and if they have any questions.  Listen actively to what they have to say and be accurate in how you describe risks and potential complications.

Approach to Patients

Physicians are often criticized for rushing through a consultation with a patient and making a quick exit.  It may be difficult for a patient to believe that you really care about his or her concerns if your hand is on the doorknob and your body language says you’re about to leave the room.  Such behavior implies that the physician doesn’t care about communicating with the patient.

On the other hand, sometimes it’s the patient who appears to be rushing.  Some patients may attempt to pressure you and your staff to “bend the rules” and curtail your usual pre-operative risk-disclosure routine to accommodate their busy schedules.  Such patients appear to want to sign a surgical consent form and be off to the operating room with the same speed that they sign a car-rental contract at the airport.

It’s best not to alter office policies on risk disclosure to please demanding patients.  Such individuals, who appear to be focused on immediate results, may have little tolerance for complications.  Tell the patient, “It is my office policy that we meet at least twice so that I know you have a thorough understanding of everything involved with your surgery.”

Take the time to show interest in your patients and make certain that all their questions have been answered to their satisfaction before proceeding with surgery.  Just having a patient sign an informed-consent document without a face-to-face discussion is not a good form of risk management.  Examine your patients, communicate with them and, most important, listen to their concerns about surgery.

Dictation Techniques

There are many ways of documenting within the medical record your interaction with patients.  We are physicians, not scribes who can record verbatim every word of dialogue with our patients.  However, dictation and transcription of patient interactions can provide adequate documentation.

All forms of documentation within the medical record are time consuming.  Your interactions and planned surgical approach with each patient is unique.  And, unfortunately, there is no effective way to automate this process without creating the potential for problems.  Avoid the temptation to streamline this process by using pre-recorded chart notes and operative reports.  It would be difficult to defend allegations by plaintiff attorneys that you adequately disclosed and documented risk if it were discovered that all of your patients’ chart notes look the same.

The physician is in a position to virtually control everything that is entered into the patient’s medical record.  Take the time to adequately document that you have disclosed the nature of the procedure, its risks and the alternative treatments.  A dictation outline may be useful in covering the salient points of office visits including the PAR conference.  This would enhance the “S-O-A-P” (subjective-objective-assessment-plan) format that is commonly used by many physicians.

Quality Initiative / Quality Assurance

In the best of situations, your patient’s medical record is complete, without any missing chart notes, consent forms, lab reports, photographs, or hospital records.  Occasionally, however, information that is missing from a medical record transforms your office into an “archeological dig” as everyone joins in the search for the missing pieces.

Sometimes, missing records are found to be destroyed or irretrievable.  And, problems occur when chart entries are added to fill the voids discovered.  Defense attorneys emphatically advise against altering any part of the medical record should deficiencies be discovered.

Although it may not be possible to do much to improve the missing records in your older charts, steps can be taken to increase the quality and completeness of your current records.

Quality Assurance (QA) programs are not new to medicine, yet few offices take the time to use these programs in handling medical records.  Many aspects of the Total Quality Movement (TQM) focuses on internal matters, such as correcting deficiencies or variations in a process.  Quality Initiative (QI) programs can be developed to ensure completeness of medical record entries during the treatment cycle and when the chart is placed in the inactive category.  These programs may be expanded if you have an in-office surgery center and are required to perform QA as a certification requirement.

List simple audit criteria by which each chart can be measured.  These criteria relate to:

•
Internal office processes

•
Risk documentation

•
Applicable outside medical records/lab reports

•
Office surgery unit, if applicable

•
Final outcome from treatment

•
Patient perception of satisfaction from treatment

•
Financial matters

•
Closure of treatment cycle

Deficiencies in the chart are identified by a yes/no notation of the audit sheet.  The deficiencies are then corrected.  The audit worksheet would be left inside the chart to attest that a review process had occurred and that there was closure of the treatment cycle.

Certain aspects of QA and TQM programs are not particularly popular with physicians.  They require staff time and cost money.  However, these programs have the potential to save enormous amounts of time, decrease emotional stress, and perhaps weaken the threat of litigation if deficiencies in charting are discovered and corrected prospectively.

Take the time to develop and support programs within your office.  Remember that the practice of medicine has become more complex and that these programs will simplify your efforts to produce a complete medical record.

QA/QI programs also offer valuable information that can help you identify what your office does right and where there is room for improvement.  Also, information concerning outcomes from treatment can be determined.  At the end of a patient’s treatment, you can get a clear idea of what has been accomplished for the patient.

Office Policies for Financial Disclosure

For the most part, risk disclosure focuses on issues related to medical treatment.  Financial informed- consent issues often are treated with secondary importance during the PAR conference.

Most patients lack a complete understanding of the total cost that they will incur from medical treatment.  To make matters even more confusing, third-party payers add their layer of bureaucracy to the situation and include their own expense accounting, co-pays, deductibles and payment schedules.

Medicine is an inexact art.  It is important that patients realize prior to treatment that the risk of complications and need for additional treatment carries financial risk.  This involves both out-of-pocket expense and potential time away from work.  The need for additional surgery can be financially devastating to individuals who have already tapped their financial resources.

Even in the best scenario, where you have a good result and a satisfied patient, there may be expenses that could not be predicted prior to treatment.  The better you and your staff can inform your patients about the expected costs of treatment, the less likely you are to encounter problems related to additional out-of-pocket expenses.  A patient’s financial stress from unanticipated expense can create dissatisfaction and distress about the service provided, even if no complications occurred.  Unlike goods purchased and later returned, it may not be possible to honor a patient’s request for a refund for money spent on medical treatment.

In addition to providing a cost estimate for the proposed treatment, make sure you notify your patients in writing that they will be responsible for unanticipated expenses, additional treatments, or revisionary surgery.  Even if an insurance plan is covering the cost of treatment, there may be limitations on coverage for additional services.

It is good practice to talk to your patients personally about financial informed consent.  Although it would be sufficient just to hand them a copy of your office business policy, take the time to carefully define these important financial matters.  This will work to everyone’s benefit.

Practice Documentation

We live in a very fast-moving, information-oriented world.  Today, patients have more access to plastic surgery information than ever before.  However even though the public has become more aware of plastic surgery procedures, most do not have a thorough understanding of the entire treatment process or its potential risks.

Effective practice documentation can help you enhance your patients’ understanding of these issues.  Using word-processing software and a laser printer, you can produce your own high-quality practice documents concerning all aspects of patient care.  No matter what other forms of high-tech patient communication you use, direct doctor-patient dialogue supplemented by educational materials, is still the most effective method.

Risk-management documents are useful in educating patients about all aspects of care, including danger signs, and what to do in case of a problem.  Most patients want to do everything they can to achieve the best result for themselves.  You can assist your patients by providing them with the information they need.
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