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INFORMED CONSENT

Neal R. Reisman, MD, JD, FACS
Informed consent is an art - and a critical part of your office routine.  A good informed-consent process involves an open dialogue with your patient, allowing you to "size up" whether the patient has realistic expectations about what the procedure can accomplish.  If a patient's results do not match his or her expectations, litigation may result.  Use your informed-consent dialogue to help you identify patients with unreasonable expectations who may be seeking more than a surgical procedure can deliver.

Documentation helps prove that you explained to the patient every detail of the procedure being considered including the risks, hazards, complications, and alternative treatments.  However, it is also important that the patient understands what was explained.  This is a difficult area.  A patient's signature at the bottom of a consent form shows only that the patient signed the page; it does not prove that he or she understood the contents.  There are many methods of documenting a patient's understanding of the procedure.  None is foolproof.  However, the more documentation you can provide, the better protected you are.

The "reasonable patient" standard

It is important to be aware that requirements for consent have changed over the years.  The "reasonable physician" standard, which required informed consent to include what a reasonable physician would tell a patient, is no longer used in most jurisdictions.  According to the new "reasonable patient" standard, it is your responsibility to inform your patients of all elements a reasonable person needs to know to make a decision about the procedure.  Often, in malpractice suits, patient-plaintiffs will state that they would not have agreed to the procedure if they had known or understood factors that were not explained by their doctors.

It is your duty as a surgeon to provide your patients with all the information they need to make an informed decision about the procedures they are considering.  You may not delegate this responsibility to a staff member.  Also, do not wait for a patient to ask questions or assume that a quiet patient has no questions.  The necessary information must be disclosed even if you know that the patient is well informed from prior experience.  The necessary components of an adequate informed consent are outlined below.  They should be considered the minimal information to be discussed.  They include, but are not limited to:

1.
Patient's name and the date of your discussion

2.
Brief summary of the patient's prior experience with the procedure (had prior augmentation or facelift; had three other consultations; etc.) 

3.
Diagnosis or the suspected diagnosis

4.
Nature and purpose of proposed treatment of procedure

5.
Risks, consequences or side effects with a detailed discussion of peculiar risks associated with the procedure.  This is particularly important if the procedure is new or experimental, purely cosmetic or capable of altering sexual function.

6.
Probability of success, in this case based on the patient's condition, being careful not to expressly state or imply a warranty of results.  Percentages should be stated, it applicable, reminding patients that should a 1 percent risk happen to them, it will become a 100 percent risk.

7.
Reasonable alternatives to the procedure being considered, including doing nothing.

8.
Risks of necessary medications such as analgesics, antibiotics, and their effect on driving and other activities.

Documenting your discussion

In your discussions with patients, you should never "sell" a procedure, guarantee results, or state that you are the best.  The questions a patient asks may help you determine if he or she truly understands what is being explained.  However, even it the patient appears to comprehend everything you are saying, it is advisable to have a signed statement of understanding.  You may wish to add a page to your informed-consent document that states:

"I have been fully informed about my upcoming procedure(s), understand the risks and complications of this procedure, have had all my questions answered to my satisfaction, and now elect to proceed as my choice.  I understand what my doctor can and cannot achieve and have been given my instruction and prescriptions."

Once signed by the patient, this statement will not prevent the informed-consent issue from being raised in litigation, but it may help document that you covered pertinent issues and that the patient elected to proceed.

In some states, informed consent must include labels approved by a legislative panel or other authorized packets of information.  Make sure that for every procedure you perform, you act in accordance with your state's current statutes.

Establish a consistent routine

Remember, the physician - not the hospital - has the duty to provide informed consent to the patient.  Make sure that you take the time necessary to explain thoroughly and document, in writing, what was explained.  Researchers have learned that the average patient recalls less than 50 percent of what was discussed in a doctor's office.  Videotaping your consultations may make you feel more secure.  However, videotapes are expensive and may be ruled inadmissible in court.

Establish a routine so that each patient is informed in the same level of detail, and make a written note as each necessary element is covered.  If you use a form, be careful to include the eight elements listed earlier.  Forms should be kept up to date so they don't include elements that are no longer relevant.  When you skip an element on the form (and you probably will with medicine changing so fast), it might be assumed that you intentionally left it out.

It is helpful to see a patient at least twice and preferably three times before performing elective surgery.  At each visit, document your discussion about the procedure, its risks, your patient's questions, and your pre-operative instructions.

Often overlooked areas

In discussion with my own patients, I cover additional risks, such as hypertrophic or keloid scarring, asymmetry, lack of warranty and other items that are specifically related to the patient or the procedure.  Remember, non-operative procedures often require just as much discussion.  A patient needs to know details about his or her diagnosis, the method of treatment planned and the special risks of treatment.  Do not overlook the subject of drug therapy.  Patients need to know about medication's effects, possible allergic reactions, cross-reactions with other drugs and specific precautions.  Carefully document your discussions of each of these areas.

Consent from adults / minors
A competent adult is the only one authorized to give consent for a procedure.  Legal incompetence refers to minors younger than age 18 and individuals who have been certified as incompetent.  You cannot assume that a patient is incompetent unless he or she has been legally declared as such.  (Mentally retarded individuals are often declared incompetent).  The label of "incompetent" must be a court-designated one, not simply the agreed-upon conclusion of a group of treating doctors.  If you are presented with an adult patient who has been sedated, no other adult - not even a parent, a grandparent, or a spouse - may give consent, unless court approval has been granted.  In an emergency, seek advice on consent-related issues from the hospital administration.

In the case of a minor, consent may be obtained from a parent or legal guardian.  However, be sure to verify that the parent does indeed have legal guardianship.  If the patient's parents have divorced, it could be that only one of the parents has the legal authority to give consent for medical treatment.  If the parents are unavailable in an emergency, the next-closest relative may give consent.  A baby-sitter or grandparents may not give consent unless they have been appointed as guardians or have a paper authorizing such powers.  When parents of young children travel, they sometimes leave a notarized letter authorizing an alternate caregiver to provide consent in case of emergency.

In non-emergency situations, it is legally safer for you to wait until valid consent from the appropriate party can be obtained.

Patients who refuse treatment
At times, a patient may refuse treatment of diagnostic tests because of religious belief.  If you have informed the patient of the consequences of such a refusal, there is little else you can do.  However, your actions may differ depending on whether the situation is an emergency.

If a patient refuses treatment in an emergency situation, be sure to document every attempt you make to secure treatment.  If the refusing patient is a competent adult, document in details his or her diagnosis and condition, the reasons why you believe treatment is necessary, and your attempts to gain consent for treatment.  You should also document how you explained the consequences of the patient's refusal.  If the patient is either incompetent or a minor, and you believe you should challenge the refusal, you will need to obtain a court order to proceed any further.

If you have difficulty obtaining consent from a patient considering a purely elective procedure, simply decline to treat the patient.  Usually the best communication between doctor and patient occurs during the first two office visits.  If these visits are strained or difficult, do yourself a favor and turn the patient away.  Although it may be a difficult decision because of the time you have invested, problematic patients may end up costing you more than you ever could have earned from treating them.

Personality matters
Finally, use your informed-consent consultations not only to give information, but to gain information about your patient as well.  Ask yourself: Does this patient seem reasonable?  Is he/she friendly and amiable?  Remember, you may have to see this patient very often, especially if a complication occurs.  You are less likely to run into trouble if you truly like the patient's personality.  As you refine your informed-consent routine, you may develop your own methods of screening for a potential personality clash.
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