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	Informed Consent for Blood Transfusions




Definition/Purpose: Informed consent provides information to educate a patient about the nature of the blood transfusion to be given 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.

Key Elements of Informed Consent:

Information must be presented in a format that the patient can understand (layman’s terms and non-medical 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 transfusion

· Likelihood of success

· Potential side effects of the transfusion

· 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, 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 transfusion.” 

· Alternatives to the transfusion

· 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.  

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 a transfusion 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 meaning of the transfusion for which the consent is being signed.

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

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 (see key elements of informed consent discussion above). 

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

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

D. Address key components of informed consent discussion, as outlined above, and encourage patient to ask questions throughout discussion

E. Provide educational leaflets about transfusions, if available

F. Have patient and witness sign informed consent procedure form

G. Sign informed consent form yourself

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

Consent to Transfuse Blood or Blood Products

Patient Name:  ______________________________________________

Date:  __________________________    Time:  ____________________

1. Blood transfusion: It has been explained to me that I need or may need a blood transfusion and/or blood products for the following reason:

2. Risks: It was also explained to me that there are possible risks involved with this blood transfusion, including, but not limited to, unexpected blood reactions such as an allergic reaction, transfusion of infectious hepatitis, HIV (the virus that causes acquired immune deficiency syndrome or AIDS), or certain other diseases.

3. Alternatives: Alternatives to blood transfusion and/or blood products, including the risks and consequences of not receiving this therapy, have been explained to me.

4. Patient: I accept all the risks explained and hereby authorize the administration of such transfusion or transfusions of blood or blood products to me in connection with my medical diagnosis as may be deemed advisable in the judgment of my attending physician or said physician’s associates or assistants.

**For patients in California:

The Paul Gann Blood Safety Act of the California Health and Safety Code (Section 1645) requires that, whenever possible, patients be notified by standard written summary of the benefits and negative aspects of receiving blood from oneself (autologous) as well as blood products from volunteers.  

No guarantee: The blood/blood product you will receive is carefully matched to your own blood to assure its safety, but no testing is 100 percent (%) reliable. I acknowledge that no guarantees have been made to me about the outcome of the transfusion.

If you have any questions as to the risks or hazards of blood transfusions, or any questions concerning the proposed procedure to treatment, ask your physician NOW, BEFORE signing this form.

· I have read this consent form in its entirety.

· I was given a chance to ask questions.

· All of the questions I have asked were answered to my satisfaction.

____________________________________           ______________________________

Patient Signature




Witness Signature

_____________________________________
______________________________

Relative/Guardian 




Relationship to Patient

If patient is unable to consent

______________________________________

Physician Signature



A Patient’s Guide to Blood Transfusions Informational Sheet *
(August 1999)
If you need blood, you have several options.  These options may be limited by time and health factors.  You may need to check with your insurance company regarding its reimbursement policy related to blood transfusion.

Some surgeries do not require blood transfusion.  Although you have the right to refuse a blood transfusion, this decision may hold life-threatening consequences.

If you have questions about your options relating to blood transfusion, please ask your physician.

Using your own blood – Autologous Donation Using your own blood can minimize the need for transfusion with donor blood.  Using your own blood will reduce, but not eliminate, the risk of transfusion-related infections and allergic reactions.

Autologous blood donations are not an option for all patients.  You may want to ask your doctor if it is safe for you to donate.  Autologous blood collections may not be available at the hospital in which your surgery will be performed.  Ask your doctor about the availability of these procedures, and if autologous donation is appropriate for you.

Donating BEFORE Surgery Blood banks can draw your blood and store it for your use.  This process usually is performed for a planned surgery.  Blood can be stored for only a limited period of time, so coordinating the donations with the date of surgery is an important consideration.

Donating DURING Surgery Immediately before surgery, your doctor may be able to remove some of your blood and replace it with other fluids.  After surgery, the blood that was removed may be returned to you.

In addition, the surgeon may be able to recycle your blood during surgery.  Blood that normally is lost and discarded during surgery may be collected, processed and returned to you.  A large volume of your blood can be recycled in this way.

Either of these methods may minimize or eliminate the need to be transfused with someone else’s blood.

Donating AFTER Surgery Blood that is lost after surgery may be collected, filtered, and returned to you.  This process may minimize or eliminate the need to be transfused with someone else’s blood.

Using Someone Else’s Blood If you choose not to donate your own blood, or if more blood is required than expected, you will receive blood from community or designated donors, if necessary.

Community Donors Hospitals maintain a supply of community donor blood to meet transfusion needs.  Volunteer 

(unpaid) community blood donors are screened by a thorough medical history, and then tested with the most accurate technology available.

Although blood and blood products never can be 100% safe, the risk is very small.  As of 1998, infection with HIV (the virus that causes AIDS) occurs less than once per 500,000 (half a million) units of blood transfused.  Hepatitis C infection occurs about once per 100,000 units, and Hepatitis B occurs about once every 60,000 units.  Other infections are transmitted much less often.

Designated Donors Although the blood supply today is very safe, some patients prefer to receive blood from people they know – “designated (or directed) donors.”  There is no medical evidence that this blood is safer than that from volunteer donors.  In some cases it may be less safe because donors known to the patient may not reveal embarrassing information about their personal history, assuming the blood tests will detect any infection.  Since tests do not always detect viruses, blood donated by someone whose recent behavior put them at risk of HIV or other viruses could pass the screening measures, and transmit disease to a patient.

Designated donors must meet the same requirements as community donors.  Advance notice is required to accommodate a request for designated donors, as additional processing may be required.

If you have additional questions about your options relating to blood transfusion, please refer these questions to your physicians.  Information also can be obtained by calling your local community blood center or hospital blood bank.  Doctors and other health care professionals who work in blood centers are experts in blood transfusion therapy and may be helpful in answering your questions.

Note: This Informational Sheet is provided as a source of information and is not to be considered a replacement for the Informed Consent process prior to the transfusion of blood.

* Standard written summary provided by the American Red Cross in response to the Paul Gann Blood Safety Act. Reproduced with permission.

GUIA INFORMATIVA PARA LOS PACIENTES DE TRANSFUCIONES DE SANGRE

HOJA DE INFORMACION *
(Agosto de 1999)
Si usted necesita sangre, usted tiene varias opciones. Estas opciones pueden estar limitadas a los factores de tiempo y de salud. Usted necesita averiguar con su compañía de seguros acerca de la póliza de reembolso relacionada con las transfusiones de sangre.

Algunas cirugías no requieren transfusiones de sangre. Aunque usted tiene el derecho a rehusar a una transfusión de sangre, ésta decisión podría tener consecuencias amenazantes para su vida.

Si usted tiene preguntas acerca de sus opciones relacionadas a la transfusión de sangre, por favor consúlteselas a su doctor.

Usando su propia sangre – Donaciones Autólogas. Usando su propia sangre usted puede minimizar la necesidad de transfusión de donación de sangre. Usando su propia sangre puede reducir, pero no eliminar, el riesgo de infecciones relacionadas a la transfusión y a reacciones alérgicas.

Las donaciones de sangre autólogas no son una opción para todos los pacientes. Usted debe consultarle a su médico si es seguro el que usted done. Las colecciones de sangre autólogas pueden de que no estén disponibles en el hospital en donde usted va a tener su cirugía. Pregúntele a su médico acerca de las disponibilidades de estos procedimientos, y si la donación autóloga es apropiada para usted.

El Donar ANTES de la Cirugía. Los bancos de sangre pueden extraer su sangre y almacenarla para su uso.  Este proceso se utiliza para una planeada cirugía. La sangre puede ser almacenada solamente por un período de tiempo limitado, de tal manera que, el coordinar las donaciones con las fechas de la cirugía, es una consideración muy importante.

El Donar DURANTE la Cirugía. Inmediatamente antes de la cirugía, su médico puede extraerle sangre y reemplazarla con otros fluidos. Después de la cirugía, la sangre que fue extraída se le puede devolver a su cuerpo.

Además, el cirujano puede reciclar su sangre durante la cirugía.  La sangre que usualmente se desecha o se pierde durante la cirugía puede ser colectada, procesada y devuelta a usted. Un volumen grande de su sangre puede ser reciclada de esta manera. 

Cualquiera de estos métodos puede minimizar o eliminar la necesidad de usar una transfusión de sangre de otra persona.

El Donar DESPUES de la Cirugía. La sangre que se ha perdido después de la cirugía puede ser colectada, filtrada, y devuelta a usted. Este proceso puede minimizar o eliminar la necesidad de usar una transfusión de sangre de otra persona.

Usando La Sangre de Otra Persona. Si usted decide el no donar su propia sangre, o si se requiere más sangre de la que se esperaba, usted recibirá, si es necesario, sangre de parte de la comunidad o de designados donantes. 

Donantes de la Comunidad. Los hospitales mantienen una provisión de sangre de donantes de la comunidad para satisfacer las necesidades de transfusiones. Los donantes de sangre voluntarios (sin paga) de la comunidad son sometidos a una revisión y a un historial médico, y después examinados con la tecnología más precisa y avanzada.

Aunque la sangre y los productos de sangre nunca pueden ser el 100% seguro, el riesgo es muy mínimo. Desde 1998, la infección del VIH (el virus que causa el SIDA) ocurre menos de una vez por 500.000 (medio millón) unidades de transfusiones de sangre. Las infecciones de Hepatitis C ocurren menos de 100.000 por unidades, y las de Hepatitis B ocurren menos de 60.000 por unidades. Otras infecciones son transmitidas con mucho menos frecuencia.

Los Donantes Designados. Aunque las provisiones de sangre de hoy en día son seguras, algunos pacientes prefieren recibir sangre de parte de personas que ellos conocen – “donantes designados (o directos)”. No existe una evidencia médica que ésta sangre es más segura que la de los donantes voluntarios. En algunos casos, esto puede ser menos seguro, porque los donantes quienes son conocidos del paciente, a lo mejor no revelan embarazosas informaciones acerca de su historial personal, porque los exámenes de sangre van a detectar alguna infección. Teniendo en consideración que los exámenes no siempre detectan un virus, la sangre donada por alguien quien recientemente se ha expuesto al riesgo de contraer el VIH u otros virus, puede pasar las pruebas del examen sin que sea detectado y entonces transmitir enfermedades al paciente.  

Los donantes designados deben de satisfacer los mismos requisitos igual que los donantes comunitarios. Debido a que algunos procesos adicionales pueden ser requeridos, un aviso por anticipado es requerido para acomodar una solicitud para donantes designados.

Si usted tiene preguntas adicionales acerca de sus opciones con relación a la transfusión de sangre, por favor, consúlteselas a su médico. Usted también puede obtener más información si se contacta con su centro local comunitario de transfusión de sangre, o con el banco de sangre del hospital. Los médicos y otros profesionales del cuidado de la salud quienes trabajan en centros de sangre son expertos en transfusiones de sangre y pueden ayudar a responderles sus preguntas. 

Aviso: Esta Hoja de Información está proveída como una guía de información y no debe ser considerada como un reemplazo al proceso previo del formulario de Consentimiento a la transfusión de sangre.

* Standard written summary provided by the American Red Cross in response to the Paul Gann Blood Safety Act. Reproduced with permission.

Reprinted with permission: Health Care Professional's Network form R1006F.
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