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	Informed Consent for Office Procedures




Definition/Purpose: Informed consent provides information to educate a patient about the nature of the procedure to be performed and ensures that the patient has made an informed decision regarding individual healthcare options.

Informed consent laws vary from state to state. State and federal law should be verified before finalizing this policy.

· Most procedures performed at The Children’s Cancer Alliance and Center for Blood Disorders do not require a consent. However if consent is required the following policy and procedure will be followed. 

Key Elements of Informed Consent:

Information must be presented in a format that the patient can understand (layman’s terms and nonmedical jargon). A translator must be provided if the patient does not understand English or is hearing-impaired/deaf.

The informed consent discussion must include:

· A diagnosis of the patient’s condition

· Nature and purpose of the proposed procedure

· Likelihood of success

· Potential side effects of the treatment or procedure

· Specified material risks of the procedure

Material risks are generally defined as those of great severity and significant frequency. Material risks that must be disclosed may vary from state to state. Examples include infection, allergic reactions, severe loss of blood, loss or loss of function of any limb or organ, disfiguring scar, paralysis or partial paralysis, paraplegia, quadriplegia, brain damage, cardiac arrest, death, “and those risks if disclosed to a reasonably prudent person in the patient’s position, could reasonably be expected to cause such a person to decline the proposed surgical or diagnostic procedure.” 

· Alternatives to the treatment or procedure

· Consequences of no treatment, or alternative treatment

· Opportunity for the patient to ask questions and receive answers to his/her satisfaction

· Documentation of additional materials given to the patient during the informed consent process (eg, videos, patient education pamphlets)

The length of time for which the consent is valid may vary from state to state.  

Procedures that require informed consent may vary from state to state.  Examples include:

· Major or minor surgery

· All procedures in which anesthesia is used

· Nonsurgical procedures including the administration of medications that involve more than a slight risk of harm to the patient or may cause a change in the patient’s body structure, eg, chemotherapy

· Nonsurgical, invasive diagnostic or therapeutic procedures 

· Radiation therapy

· Intravenous administration of contrast material

· All experimental procedures and research studies

· Any procedure determined by the medical staff that requires a specific explanation to the patient

Informed consent forms must be signed by the patient and the physician or nurse acting as the agent of the physician. Patients may not give consent for procedures if it is determined that their medical conditions preclude their ability to make cognizant decisions (eg, patients sedated with narcotic analgesics are prohibited from signing consent forms in some states). Informed consent forms must be dated. Each form must be signed by the patient, legal representative, or guardian. If the form is signed by a person other than the patient, the relationship to the patient must be documented, and the circumstances must be explained.  

The form must also be signed and dated by a witness. The witness should be the physician or an agent approved by the physician. The witness signature verifies that the patient has been given appropriate information and understands the procedure for which the consent is being signed.

Patients have the right to refuse a procedure and/or to discontinue a procedure at such time as they determine they no longer want to receive the treatment or procedure. Should this occur, the staff must document this decision and discontinue the unwanted treatment.  

There are circumstances when disclosure of information for informed consent is not required. These include emergency procedures; procedures generally recognized by the physician not to involve a material risk to the patient; instances when a patient signs a waiver requesting that the specified information not be disclosed; procedures that were unforeseen or not contemplated at the time consent was given, and the patient consented to allow the responsible physician to make the decision about the procedure; and incompetence of the patient to consent to treatment, with no suitable patient representative available to sign for the patient.

· Personnel Responsible: The specified information for informed consent will be given by the physician or by an employee participating in the informed consent process at the request or order of the responsible physician. This employee will be considered to be solely the agent of the responsible physician.

Procedural Steps:

A. Upon direction from physician, collect required patient-specific information for informed consent discussion, including verification of procedure to be performed (see key elements of informed consent discussion above).

B. Complete relevant portions of the informed consent form for use in consent process.

C. Initiate discussion with patient, witness, and provider/guardian/legal representative (if applicable).

D. If patient indicates at this time that he/she waives his/her right to information about the procedure, please refer to form designated as WAIVER OF PATIENT’S RIGHT TO THE DISCLOSURE OF INFORMATION REQUIRED FOR SPECIAL CONSENT TO SURGICAL OR DIAGNOSTIC PROCEDURES and notify physician.
E. In explaining the procedure to patients, address key components of informed consent discussion, as outlined above. 

F. Encourage patient to ask questions throughout discussion.

G. Provide educational leaflets about procedure, if available.

H. Have patient and witness sign informed consent procedure form.

I. Sign informed consent form yourself.

J. If patient refuses procedure, make chart documentation of refusal and notify physician.
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