ASPS® Patient Consultation Resource Book


HOW TO USE INFORMED-CONSENT DOCUMENTS

Informed-consent documents are use for both patient education and risk disclosure.  When added to the medical record, these documents help substantiate that the patient has been informed of the proposed course of treatment, its alternatives and associated risks.  They also document that the patient has given consent for the treatment as proposed.  The patient is asked to read and initial each page and sign the last page of the document.

Informed-consent documents are an integral part of your risk-management program.  Take the time in your pre-operative PAR (Procedures, Alternatives, and Risks) conference to communicate with your patients and ensure that they have a complete understanding of the proposed treatment.  These documents are not a substitute for utilizing good communication skills, nor do they function in lieu of the PAR conference.

Informed-consent documents may be used alone or “packaged” with other printed information given to patients during a pre-operative consultation.  It is easy to produce documents to accompany the informed-consent pieces with your computer’s word processing program and a laser printer.  Sample formats or informed-consent documents are included in the “Production of Informed-Consent” section.

Strive for high quality documents.  Either have the printing done commercially or use your laser printer.  Your office copier may not produce acceptable quality for your consent documents or companion pieces.  If you chose to bind all of the documents into a small book, remember that the consent documents must be separated out and retained within the patient’s chart.

Instructions for the Use of Informed-Consent Documents:

1.
Consents are procedure specific.

Select the correct document for the anticipated procedure.  Do not attempt to use another procedure’s informed-consent form if the correct document is not available.  If this situation occurs, use a blank procedure-consent form and document in your chart notes the substance of the PAR conference. 

4. More than one consent may be needed.

In some cases, you may need more than one type of consent.  This occurs when multiple procedures are being performed during the same surgical session.  Examples: rhytidectomy with blepharoplasty or prophylactic mastectomy with breast reconstruction (implant).

3.
Additional disclosure forms may be needed.

In procedures that involve the implantation of certain medical devices, state laws or implant manufacturers may require the use of additional consent documents and patient-registration forms.

4.
Complete the procedure consent on the last page.

The last page of the informed-consent document must be completed with the following entries:

•
Name of surgeon

• 
Procedure to be performed

• 
Descriptions of informed-consent documents used (ASPS or FDA backgrounders, package inserts or others as required)

• 
Date that the consent was signed

•
Patient’s or responsible party’s signature in the appropriate area

•
Signature of person witnessing the consent

5. 
Describe the planned procedure on the consent form.

Name and describe the procedure in detail, including the following:

•
Anatomic location on the body (face, abdomen)

•
Side of body (right or left)

•
Number of item to be treated (2 skin lesions of the face)

•
For combined procedures, individually describe the procedures to be combined and use the appropriate consent documents for each procedure (see #2 above)

6.
Verify that patient’s consent is correct.

•
Make certain that the procedure you have described is the procedure that the patient wants.

•
Verify that all the patient’s questions have been answered.

7.
Verify that consent is signed and valid.

Verify that all pages of the informed-consent document are signed along with the procedure consent on the last page.

8.
Alterations of informed-consent document.

Should alterations or amendments to the informed-consent document be necessary, make sure that both patients and surgeons initial and date the changes.

9.
Financial informed consent.

Review financial policies that address responsibility for unanticipated expenses, additional treatment, or revisionary surgery.

10.
Patient copy of informed-consent documents.

If a patient requests a copy of his or her signed informed-consent document, honor this request.  On the front page of the original consent document, note that a copy has been given to the patient.

11.
Other applicable documents.

Make certain that the patient has received all other applicable documents required of the procedure such as cost estimates if used, hospital registration forms, orders for pre-admission testing, blood bank forms, pre-operative care instructions, etc.

12.
What if there is a mistake in writing the consent?

Extra care should be taken to keep the consent document free of errors, erasure, or crossed out entries.  If a mistake is made, discard the informed-consent document and start over.  Explain to the patient that your office requires the consent document to be error free.  The expense of another informed-consent document is insignificant.  Using an unaltered, error-free informed-consent document will protect you from allegations that you later altered the medical record.
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