



Patient Name:  
  MRN: 

AFFIX PATIENT IDENTIFICATION LABEL HERE:
Informed Consent Form
Organ Transplant Surgery
I acknowledge that  
 and his/her healthcare team have provided
(name of physician)
me with the information listed below regarding my transplant surgery. I have had an opportunity to discuss the procedure and anesthesia with the physician(s) involved, I have been given an opportunity to ask questions and my questions have been answered.
I acknowledge that  
is the responsible
(name of attending surgeon)
practitioner performing the  
surgery.
(name of procedure)
I also understand that because Transplant Center is a teaching institution, Fellows, Residents, and other healthcare providers, acting under the supervision and direction of my primary surgeon/practitioner may perform important tasks related to the surgery.
If any unforeseen condition arises in the course of the procedure calling in the physician’s judgment for procedures in addition to or different from those now contemplated, I further request and authorize the physician to do whatever the physician deems medically advisable.
I consent to the administration of anesthesia to be applied under the direction of the Transplant Center Department of Anesthesiology and to the use of such anesthetics as they may deem advisable. The nature and purpose of the anesthesia, possible alternative methods of anesthesia and the possibility of complications have been fully explained to me.
I received information about my diagnosis, prognosis, and treatment plan, including an explanation of the risks, complications, benefits, and any alternative methods of treatment.
I received information and discussed with my healthcare team the transplant surgery, the specific procedures to be performed during the surgery, and the potential medical and psychosocial risks involved in transplantation. I understand that specific risks to this surgery include, but are not limited to: Death, transplanted organ poor function, transplanted organ non-function, need for re-transplantation, and transmission of disease from the donor. Additional risks in this case include:

I received information and discussed with my healthcare team the possible alternative methods of treatment, the probability that the proposed treatment will be successful, and the probability of recovery if no treatment is received. No guarantee or assurance has been made to me as to the results that may be expected. Further, the Transplant Center transplant outcomes have been disclosed.
I received information and discussed with my healthcare team the expected post surgical course and discomforts of the transplant surgery.
I understand that examination, testing, disposal, photographs, or preservation of any tissue, parts or organs, including the use for research or teaching purposes may occur during the transplant surgery, in such manner that may be determined by Transplant Center, its employees or agents.
I authorize films, photographs, videos, or other recordings of this surgery to be taken for the purpose of medical research or education provided the pictures do not reveal my identity and I am not identified by name.
If I have a DNR order, Living Will, or Advance Directive that expresses my desire to avoid heroic measures such as cardiopulmonary resuscitation, I understand and consent to the suspension of such orders for the duration of the surgical procedure and recovery period, and request that my wishes be reinstated following the recovery period.
Consent for Blood Transfusion: I have been told that I may need a transfusion of blood or blood products and have been told what the benefits to me might be. I have received information about transfusion alternatives, including autologous and directed donations.
I have been told how a blood transfusion is given and the possible risks and consequences of the transfusion, including bruising, an allergic reaction, fever and hives, and being exposed through transfusion to infectious disease such as hepatitis and HIV. The estimated risk of getting HIV from a transfusion is approximately 1 in 2 million per unit of blood transfused. The estimated risk of getting hepatitis is approximately 1 in 1.6 million for Hepatitis C virus and 1 in 150,000 for Hepatitis B virus per unit of blood transfused.
I am told that every possible precaution is taken by the Blood Bank in choosing donors and in matching blood for transfusion. I have had a chance to ask my doctor and/or nurse other questions about the transfusion process and its risks and consequences and they have answered them. I understand this consent for blood products is valid for my entire hospitalization or until I withdraw my consent for blood transfusions.
 I consent t o t he use of blood product s
 I DO NOT c o n s e n t to th e u s e o f bl ood pr oduct s

C heck H er e i f : The donor or gans have been pr ocur ed f r om a don or f l agged as H i gh R i sk by t he Or g a n Pr o c u r e me n t Or g a n i z a t i o n ( OPO) .
I understand that the Organ Donor risk factors that could affect the success of my transplant surgery include, but are not limited to, donor history, condition or age of organs used, patient’s potential risk of having contracted the HIV virus and other infectious diseases. I also understand that the donors and recipients will be screened and/or tested for infectious agents and diseases by the Organ Procurement Organization using
currently available tests and screening tools. I understand that it is possible that the screening tools could fail to identify a donor’s risk factors and/or that these tests could be negative despite the presence of an infectious virus, including HIV, hepatitis, or other transmissible disease. I understand that there is no method of
completely ensuring that infectious diseases will not be transmitted by organ transplant and I accept that risk.  I
understand the donor has been identified as High Risk by the OPO and I consent to the use of the organ(s) in the transplant surgery.
 
  I accept the organ(s) procured from the donor flagged as High Risk by the OPO.
(Pt Initials)
Organ Transplant Outcomes at the Transplant Center: The following information shows the success rates of organ transplant at our facility one year after transplant surgery. This is measured by patient survival (if the recipient is alive) and graft survival (if the organ is working one year later). “Observed” rates are the specific rates at our center, and “Expected” rates are what rates our center should have, based on the characteristics of our patients. The “national” rates are the average success rates of all transplant centers
in the country. This information is available online at  www.ustransplant.org.
This information is for patients transplanted between 7/1/2007 and 12/31/2009. This is the most recent data provided, released in January of 2011.
	Organ
	Patient Survival Observed
	Patient Survival Expected
	National Patient Survival
	Graft Survival
Observed
	Graft Survival
Expected
	National Graft Survival

	Kidney
	97%
	97%
	97%
	93%
	92%
	94%

	Pancreas
	100%
	*
	96%
	75%
	*
	80%

	Combined
Kidney-Pancreas
	100%
	96%
	96%
	100% kidney
83% pancreas
	94% kidney
87% pancreas
	93% kidney
87% pancreas

	Adult Liver
	79%
	89%
	89%
	77%
	86%
	85%

	Pediatric Liver
	100%
	95%
	94%
	92%
	90%
	88%

	Lung
	78%
	87%
	84%
	76%
	85%
	82%

	Heart
	88%
	87%
	89%
	86%
	86%
	89%


*Expected rates are not calculated for pancreas-alone transplant.
Note: In some cases the Transplant Center rate appears lower than expected or the national rate. This difference is “not statistically significant”, meaning the difference is only due to the calculations and does not represent a measurable difference in survival.
I hereby authorize Transplant Center to perform the transplant surgery described above and I acknowledge that I have reviewed and understand this form.
Patient/Representative Signature:  

Patient/Representative Printed Name:  

Date:  
Time:  

Physician Signature:  

Physician Printed Name:  
Pager#:  

Date Signed: 


Time:  

If organ donor is in high-risk category, provide the following page of high- risk behavior information to the patient.
CDC Guidelines for High Risk Behavior
The information below outlines the Centers for Disease Control and Prevention’s definition of high risk for organ donors. For complete information, see “Donor Exclusion Criteria” on page 12 of Guidelines for Preventing Transmission of Human Immunodeficiency Virus Through Transplantation of Human Tissue and Organs. MMWR 43(RR-8);1-17 Publication date: 05/20/1994
Donor Exclusion Criteria
Regardless of their HIV antibody test results, persons who meet any of the criteria listed below should be excluded from donation of organs or tissues unless the risk to the recipient of not performing the transplant is deemed to be greater than the risk of HIV transmission and disease (e.g., emergent, life-threatening illness requiring transplantation when no other organs/tissues are available and no other lifesaving therapies exist). In such a case, informed consent regarding the possibility of HIV transmission should be obtained from the recipient.
Behavior/History Exclusionary Criteria
1.
Men who have had sex with another man in the preceding 5 years.
2.
Persons who report nonmedical intravenous, intramuscular, or subcutaneous injection of drugs in the preceding 5 years.
3.
Persons with hemophilia or related clotting disorders who have received human derived clotting factor concentrates.
4.
Men and women who have engaged in sex in exchange for money or drugs in the preceding 5 years.
5.
Persons who have had sex in the preceding 12 months with any person described in  items 1–4 above or with a person known or suspected to have HIV infection.
6.
Persons who have been exposed in the preceding 12 months to known or suspected HIV-infected blood through percutaneous inoculation or through contact with an open wound, non-intact skin, or mucous membrane.
7.
Inmates of correctional systems. (This exclusion is to address issues such as difficulties with informed consent and increased prevalence of HIV in this population.)
Specific Exclusionary Criteria for Pediatric Donors
1.
Children meeting any of the exclusionary criteria listed above for adults should not be accepted as donors.
2.
Children born to mothers with HIV infection or mothers who meet the behavioral or laboratory exclusionary criteria for adult donors (regardless of their HIV status) should not be accepted as donors unless HIV infection can be definitely excluded in the child as follows:
Children >18 months of age who are born to mothers with or at risk for HIV infection, who have not been breast fed within the last 12 months, and whose HIV antibody tests, physical examination, and review of medical records do not indicate evidence of HIV infection can be accepted as donors.
3.
Children <18 months of age who are born to mothers with or at risk for HIV infection or who have been breast fed within the past 12 months should not be accepted as donors regardless of their HIV test results.
Laboratory and Other Medical Exclusionary Criteria
1.
Persons who cannot be tested for HIV infection because of refusal, inadequate blood samples (e.g., hemodilution that could result in false-negative tests), or any other reasons.
2.
Persons with a repeatedly reactive screening assay for HIV-1 or HIV-2 antibody regardless of the results of supplemental assays.
3.
Persons whose history, physical examination, medical records, or autopsy reports reveal other evidence of HIV infection or high-risk behavior, such as a diagnosis of AIDS, unexplained weight loss, night sweats, blue or purple spots on the skin or mucous membranes typical of Kaposi’s sarcoma, unexplained lymphadenopathy lasting >1 month, unexplained temperature >100.5 F (38.6 C) for >10 days, unexplained persistent cough and shortness of breath, opportunistic infections, unexplained persistent diarrhea, male-to-male sexual contact, sexually transmitted diseases, or needle tracks or other signs of parenteral drug abuse.
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