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KIDNEY PAIRED DONATION (KPD) PILOT PROGRAM

AGREEMENT TO PARTICIPATE

What is Kidney Paired Donation (KPD)?

KPD is a transplant option for those waiting for a kidney transplant. It is for patients who have a willing living donor who is incompatible (a poor match). Reasons for incompatibility could be an incompatible blood type or incompatible tissue type as identified by a positive crossmatch. KPD results when one donor (Donor #1) is willing to donate to a spouse, friend or relative (Recipient #1), but cannot. The Organ Procurement and Transplantation Network (OPTN) KPD Pilot Program (discussed below) helps find another incompatible pair (Donor #2 and Recipient #2) who might wish to exchange donors. If Donor #1 is compatible with Recipient #2, and Donor #2 is compatible with Recipient #1, two transplants can be pursued. Sometimes, more than two compatible pairs can be matched to each other. This results in more than two life-saving transplants.  
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KPD programs may also include individuals who wish to donate to any individual who is currently waiting for a kidney transplant.  These individuals are called non-directed donors and are not linked to a specific potential recipient.  An exchange started by a non-directed donor is called a donor chain (see diagram 2).  In a donor chain, the non-directed donor donates to a recipient whose intended donor would then donate to another recipient.  The donor at the end of the chain will donate to a candidate on the deceased donor waiting list.  
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What is the OPTN KPD Pilot Program?

The KPD Pilot Program is part of the Organ Procurement and Transplantation Network (OPTN). The OPTN is managed by the United Network for Organ Sharing (UNOS) through a contract with the Health Resources and Services Administration (HRSA). The OPTN registers and tracks everyone who registers in the Pilot Program and works with transplant centers and organ recovery agencies throughout the United States to search for cases where the donor in each pair is compatible with the recipient in another pair (or multiple pairs).
The goal of the OPTN KPD Pilot Program is to identify as many compatible pairs as possible and to consider needs of special populations, such as children and highly sensitized recipients. 
What will happen if a recipient/donor pair agrees to join the OPTN KPD Pilot Program?

· Once a potential living donor and a recipient are found to be blood type or tissue type incompatible, their medical data is entered into the OPTN KPD database, which is used to track everyone who is registered in the Pilot Program. This database allows a computerized matching program to run and identify compatible recipient/donor pairs. This exchange match program is routinely run about every 4 weeks. If a potential exchange pair is identified, the match will be reviewed by the transplant surgeon, physicians, and transplant center program staff. If the match is favorable, the potential living donor and the recipient may be asked to provide a blood sample for crossmatching (mixing of blood between recipient and donor to establish compatibility). The recipient/donor pair will be notified about whether the crossmatch results indicate that the exchange offers a favorable arrangement for all participants and whether the paired exchange will move forward. 

· Once all participants agree to go forward with the exchange, the medical information of both the potential living donor and recipient (as applicable) will be shared with the participating transplant center. Any further evaluation requested by the surgeon or physician to determine the potential living donor’s or recipient’s eligibility will be completed. After the physicians and surgeons accept the medical eligibility of all the participants, the transplants can be scheduled. In two-way and three-way exchanges, the donation surgeries are scheduled to begin at the same time.  Recipient surgeries begin after donor surgeries.  In donor chains, surgeries may or may not occur on the same day.  
· The recipient/donor pair will remain in the OPTN KPD database as long as they are medically acceptable and are willing to participate.
· Recipient/donor pairs should discuss when they will be contacted about potential matches and other information with the transplant center.
What personal information is needed in order to run the match program?

The OPTN KPD database requires the recipient’s and potential living donor’s name, date of birth, blood type, prior living donor status, genetic tissue type, and any tissue markers (antigens) that need to be avoided in the donor in order for a compatible match to be made.  The database allows for potential recipients and donors to indicate where a potential donor is willing to travel to donate.
How will personal information be used?

The personal information entered into the database will be used to identify other potential recipient/donor pairs. Potential living donor data will be shared with the surgeons, physicians, and transplant team at the potential recipient’s transplant center. Data will be stored indefinitely in a password protected system.  Only designated staff at your transplant center and UNOS staff have the ability to access the data in the system.  
The data may be released in aggregate for reporting purposes according to the current OPTN data release policy. Patient-level, de-identified data may be released after a standard Data User Agreement is signed.  The data may be used only for the purpose specified in the initial data request. Center-identified data may be released to bona fide researchers after a concept paper is approved by the UNOS Research Department and an agreement about using center-identified data is signed by the researchers. Requests for patient-identified data from bona fide researchers require the submission of a concept paper (including security plan for the data) for review.  A Data Release Agreement must be signed by the researchers, documentation of IRB approval must be submitted, and the request must be approved by the OPTN Policy Oversight Committee and HRSA. 
How will medical information be kept confidential?

Prior to locating a possible match, a potential living donor’s or recipient’s information will not be shared with anyone outside of the OPTN KPD Pilot Program or the participating transplant centers without the participant’s clear permission. Access to the database will be through a secure, password protected system. After a potential match is identified, the matched recipient’s health insurance may provide the matched recipient with the name of the actual matched donor on an Estimate of Benefits form that is sent to the recipient before surgery. This means that recipients may learn of their actual matched donor’s identity. Otherwise, the participants’ medical information will remain confidential to the extent required by law.  Potential living donors and recipients should discuss the confidentiality rules at the hospital with transplant center staff. 

What are the risks of participating in the OPTN KPD Pilot Program?

There is a risk of the loss of confidentiality of medical information if the steps outlined above are not followed. If an exchange pair is identified and the recipient/donor pairs agree to proceed with the surgery, they should understand that, as with any transplant and donor surgery, there are unexpected events that may occur with a paired donation transplant. 
· An event may occur in the operating room that makes it necessary to stop a donor procedure. In this case, one recipient would not receive a kidney. If a donor or recipient surgery has begun, this surgery will continue even if another surgery in the match must stop. 
· If it is necessary to stop a recipient surgery, a kidney would be available. This kidney would be given to a recipient on the deceased donor waiting list according to OPTN policies.

Possible risks for recipients and donors include (not limited to):

· Surgery is major and requires anesthesia; thus, there are possible medical complications including injury and death.

· The organ may not function after being transplanted into or may be rejected by recipient.

· Scars, pain, fatigue

· Negative psychological symptoms (such as anxiety, depression, etc.) are possible after donation.

· Possible impact on lifestyle

· Potential financial effects

Potential living donors and recipients may decide to withdraw from participating in the OPTN KPD Pilot Program at any point without penalty. 
What are the risks of participating in a kidney paired donation when the kidney is shipped to the recipient transplant center?

The living donor kidney will be shipped via ground and/or air transportation to the recipient transplant center. This form of transportation has the risk of courier delay, flight cancellation, or flight delay which would extend the cold ischemic time of the kidney. Cold ischemic time is the amount of time an organ spends being preserved after recovery from the donor. Too much cold ischemic time can affect the quality of the organ for transplant. With clear-cut, organized plans, this risk is decreased. There is the risk of problems outside of the transplant center’s control such as a plane crash, terrorist activity, and natural disaster. There is risk of damage to the kidney during transport which would be discovered at the time of inspection of the kidney at the recipient’s transplant center.

What are the benefits of participating in the OPTN KPD Pilot Program?

There is no guarantee that a potential living donor or recipient will receive any benefit from participating in the OPTN KPD Pilot Program. Recipients may receive the benefit of a compatible living donor kidney transplant by participating in the program. 
The risks and benefits of the donation surgery and the transplant surgery will be discussed with the potential living donor and recipient in detail by the appropriate transplant center if and when they consent to move forward with a kidney paired donation.  
What are the chances a match will be identified through the OPTN KPD Pilot Program?
It is not known if or when any given recipient/donor pair might be identified as part of a possible matched pair.  The more participants in the program, the more likely it is that any given recipient/donor will be part of a pair identified for a possible donor-recipient exchange.  
What are the alternatives if a recipient or a potential living donor decide not to participate in the OPTN KPD Pilot Program?

Potential living donors and recipients have the right to change their minds and end the process at any time. There is no penalty for doing so and the decision remains confidential; an explanation of the donor’s decision not to continue with the donation is only disclosed if the donor agrees. 
Potential living donors and recipients may participate in other paired exchange programs regardless of whether they participate in the KPD Pilot Program.

Potential recipients should discuss the alternatives with their transplant center staff (such as receiving a deceased donor kidney through the national waiting list maintained by the OPTN).
One option for potential living donors who decide not to participate in the KPD Pilot Program would be to donate a kidney to someone else waiting for a kidney transplant.
What costs or payments are involved?

There is no cost for registering and there will be no payments or compensation of any kind for participating. Potential donors need to discuss the financial risks of participating in the OPTN KPD Pilot Program and the resources that may be available with the transplant center. There are national and local resources available, such as the National Living Donor Assistance Center, that may be able to assist those who qualify.   All local resources are not the same, depending on the area.  In certain cases, for example, qualifying donors may be reimbursed for limited travel and subsistence expenses.  Ask your transplant center about the resources in your area and nationally that may be able to assist living donors. 
Whom should recipients and potential living donors contact if they have questions?

If you have questions, please call <enter contact name and information.>
Please note that this document is only a consent to participate in the OPTN KPD Pilot Program to find potential matches.  It is not a consent to be a KPD donor or recipient, and it is not a surgical consent.
I have read the above document, understand that this document is only a consent to participate in the OPTN KPD Pilot Program allowing my personal information to be entered in the KPD database, that it is not a consent to be a KPD donor or recipient, and is not a surgical consent. 

My questions have been answered, and I agree to participate in the KPD Pilot Program.

___________________________________________           _____________

Printed Name




                         Date



_____________________________________________

Signature

_____________________________________________

Printed Name of Witness

______________________________________________

Signature of Witness

























