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OPTN/UNOS ETHICS COMMITTEE REPORT


SUMMARY
I.
Organ Availability Issues
Action Items For Board Consideration:

· The Board is asked to consider a resolution to endorse the Committee white paper, Living Non-directed Organ Donation, as an educational document.  (Item 2, Page 1).

Other Significant Items:
· The Committee examined the February 11, 2004, JAMA articles relating to surrogate decision-making and living organ donation.  (Item 4, Page 1)

· The Committee discussed recent medical school anatomical gift cases.  (Item 5, Pages 1-2).

II. Patient Access Issues

Action Items For Board Consideration:

· The Board is asked to consider a resolution to acknowledge public solicitation of organs for donation as an emerging phenomenon and to create an ad hoc committee to explore and formulate standards of conduct regarding public solicitation of organs for donation.  (Item 7, Pages 2-3).

· The Board is asked to consider a resolution to philosophically oppose the program being marketed by matchingdonors.com as it exploits vulnerable populations and subverts the equitable allocation of organs for transplantation.  (Item 7, Page 2-3).

· The Board is asked to consider a resolution to work toward developing a national living non-directed donation system.  (Item 7, Pages 2-3).

Other Significant Items:

· The Committee reaffirmed its position on directed donation and will draft a letter to be sent to the National Conference of Commissioners on Uniform State Laws outlining this opinion following appropriate appeals.  (Item 6, Page 2).

III. Other Issues

Action Items For Board Consideration:

· None.

Other Significant Items:

· The Committee explored the issue of medical tourism and agreed that emergent cases should be treated.  (Item 9, Page 3).
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Organ Availability Issues:

1. Ad Hoc Living Donor Committee Ethics Subcommittee.  Chairman Fox updated the Committee regarding the progress of the Ad Hoc Living Donor Committee and its Ethics Subcommittee.  He addressed the topics of informed consent for potential living donors and living liver segment and kidney donor evaluation guidelines.

2. Living Non-directed Donation.  Appropriate OPTN/UNOS Committees provided feedback regarding the white paper draft, Living Non-directed Organ Donation.  The feedback was taken under advisement, revisions made, and the Committee discussed submitting the white paper to the Board of Directors for approval as an education document.  As a result, the Committee voted unanimously in support of the following resolution for Board consideration:

**  RESOLVED, that the Board of Directors hereby endorses the Ethics Committee white paper, Living Non-directed Organ Donation (Appendix A), as an educational document for persons and entities interested in this issue.

3. Cloning Organs/Stem Cell White Paper.  The Committee’s white paper, Therapeutic Cloning Research, was submitted to the Board of Directors at its November 2003 meeting.  The Executive Committee is currently reviewing the document.

4. Surrogate Decision-Making and Living Organ Donation.  The Committee examined in great detail the February 11, 2004, JAMA articles regarding surrogate decision-making and living donation.  The Committee engaged in a vigorous discussion that included issues concerning decision-making based on best interests vs. substituted judgment, Guardian ad Litem conditions, patient advocacy, hospital ethics consultation services, state surrogacy laws, advance directives, therapeutic benefit to patients, patient autonomy vs. generalized benefit to the overall community, personhood, “doing no harm,” and more.  The Committee agreed that anything other than explicit evidence that the patient wanted to be an organ donor is barely better than chance. Furthermore, the Committee concluded that Drs. Wendler and Emanuel were unable to satisfy their own suggested standards in the article that accompanied the UCLA case study.  When discussing that surrogates should derive no benefit from the decision to donate, the group could not discount the fact that there was a direct benefit to the cousin.  The Committee could reach no consensus regarding this topic, yet did recognize that individual state’s surrogacy laws will cause distinct variations regarding these cases, that the individual circumstances of each case will vary, and that this is a category of donors that has not been acknowledged until now.  The Committee will continue to discuss this topic at future meetings.

5. Anatomical Gifts to Medical Schools.  The Committee reviewed articles regarding the UCLA and Tulane anatomical gift cases.  While the Committee recognized these situations are not directly related to organ donation and the business of the OPTN, they did acknowledge that the general public does not differentiate between tissue, organ, bone marrow, anatomical gifts to medical schools, or any other type of bodily donation. The Committee reviewed its previous work with the OPO Committee regarding informed consent and considered this opinion an appropriate reference for these circumstances.

Patient Access Issues:

6.    Directed Donation.  The Committee reaffirmed its position concerning directed donation and its desire to draft a letter to the National Conference of Commissioners of Uniform State Laws (NCCUSL) requesting needed changes to the Uniform Anatomical Gift Act (UAGA). This letter would be reviewed by the Executive Committee and endorsed by the OPTN/UNOS President. The recommended language changes will prevent discrimination against a person or class of persons on the basis of race, national origin, religion, gender or similar characteristic.  The Committee had sent such a letter to the NCCUSL in 1997 that resulted in no changes to the UAGA.  Recently the NCCUSL has opened the UAGA for possible revision and the Committee is hopeful that the direction donation portion of the act will be revised appropriately.

7.   Public Solicitation of Organs for Donation.  The Committee reviewed an OPTN/UNOS press release regarding matchingdonors.com, material from matchingdonors.com’s website, and articles related to matchingdonors.com and LifeSharers.  The Committee’s discussion expanded from the public solicitation of organs for donation to a much broader scope that included donor family issues as well.  Some Committee members disclosed that certain OPOs have policies by which they do not approach donor families regarding publicity opportunities until they are at least one year out from their donation event.  The fragility of the donor family is more important to the OPO than the press or public relations impact from a single story.


The Committee acknowledges that the public solicitation of organs for donation is an actual phenomenon.  As a result, the Committee voted unanimously in support of the following resolution for Board consideration:


**  RESOLVED, that the Board of Directors acknowledges that the public solicitation of organs for donation is an emerging phenomenon and poses enormous potential problems to organ donation as a whole and therefore will establish an ad hoc committee to explore and recommend standards of conduct regarding public solicitation of organs for donation.  The ad hoc committee will include representation from the Ethics, Communications, Membership and Professional Standards, Patient Affairs, and Minority Affairs Committees, as well as medically related organizations and regional representation.

The Committee focused its further discussion on matchingdonors.com and LifeSharers.  The Committee concluded that the matchingdonors.com website is not offering services that people cannot otherwise obtain. Additionally, there is a fee associated with participation, and the website purports the services offered are free.  Some Committee members referred to this website as an “Internet scam.”  As a result of this discussion, the Committee voted unanimously in support of the following resolution: 

**  RESOLVED, that the Board of Directors philosophically opposes the program being marketed by matchingdonors.com as it exploits vulnerable populations (i.e., donors, transplant candidates, etc.) and subverts the equitable allocation of organs for transplantation.  
The Committee continued its deliberations focusing on a possible solution regarding the promotion of a non-directed donation program under the proper auspices of the OPTN.  As a result, the Committee determined that currently there is no system that properly manages living non-directed donation, therefore, the Committee voted unanimously in support of the following resolution:

 **  RESOLVED, that the Board of Directors actively work toward developing a national system that facilitates living non-directed donation within the mandates of the OPTN and meets the needs of the transplant community.
Other Issues:
6. OPTN/UNOS November Board of Directors Meeting Update.  Chairman Fox updated the Committee regarding the November Board of Directors meeting.  The Ethics Committee had four action items for the Board.  The Board approved three of the Committee’s four resolutions.  The members unanimously approved the Committee report.

7. Medical Tourism.  While the Committee members voiced various negative opinions and gave many horrible examples of this practice, they agreed that in emergent situations the patients should be treated.  First and foremost, the Committee agreed that medical professionals should “do no harm.”   In non-emergent instances, the doctor has the right to offer a list of alternative care providers to the patient and can dissolve the contract in 30 days and is no longer legally obligated to care for the patient.

8. Public Comment Document.  In reviewing the policy proposals for public comment, the Committee’s comments are as follows:

March 15, 2004 Public Comment Document

a. Proposed Modifications to Local Voluntary Alternative System for Assigning Priority in Kidney Allocation to Original Intended Candidates of Living Donor Kidneys.  The Committee found the proposal to be ethically acceptable based on current and historical practice.
b. Proposed Modifications to OPTN/UNOS Policies 3.5.3.3 (Mandatory Sharing) and 3.5.5 (Payback Requirements) (“Exemption of Kidneys Recovered from Donation after Cardiac Death (DCD) Donors from Sharing Requirements for Zero Antigen Mismatched Kidneys or Payback).  The Committee found the proposals ethically acceptable.  However, there was some concerned voiced that a possibility exists for abuse of this proposal.  Some potential donors, who were in the process of being declared brain dead, could conceivably be recovered as DCD donors in an effort to keep the kidneys for local use.
c. Proposed Modifications to OPTN/UNOS Policies 3.5.5.1 (Payback Requirements) (“EDS Kidney Exemption from Payback Sharing Requirements”). The Committee found the proposal ethically acceptable based on current and historical practice.

d. Proposed Modifications to OPTN/UNOS Policies 3.5.5.1 (Payback Requirements) and 3.5.5.2 (Deferment of Voluntary Arrangements).  The Committee found the proposals ethically acceptable based on current and historical practice.
e. Proposed Modifications to OPTN/UNOS Policies 3.5.5.1 (Payback Requirements) and 3.11.5.1 (Pediatric Kidney Transplant Candidates Not Transplanted within Time Goals).  The Committee found the proposals ethically acceptable based on current and historical practice.
f. Proposed Modifications to OPTN/UNOS Policy 3.5.11.2 (Quality of Antigen Mismatch).  The Committee found the proposal ethically acceptable based on current and historical practice.
g. Proposed Implementation Protocol for Modifications to OPTN/UNOS Policy 3.8.1.5 (Islet Allocation Protocol).  No position taken.
h. Proposed Modifications to OPTN/UNOS Policy 3.8.1.6 (Mandatory Sharing of Zero Antigen Mismatch Pancreata).  The Committee found the proposal ethically acceptable based on current and historical practice.
i. Proposed Modifications to OPTN/UNOS Policy 3.6.2.1 (Allocation of Blood Type O Donors).  The Committee found the proposal ethically acceptable based on current and historical practice.
j. Proposed Modifications to OPTN/UNOS Policy 3.6.4.4.1 (Adult Patient Reassessment and Recertification Schedule) and 3.6.4.2.1 (Pediatric Patient Reassessment and Recertification Schedule).  The Committee found the proposals ethically acceptable based on current and historical practice.
k. Proposed Modifications to OPTN/UNOS Policy 3.6 (Adult Donor Liver Allocation Algorithm).  The Committee found the proposal ethically acceptable based on current and historical practice.
l. Proposed Modifications to OPTN/UNOS Policy 3.6.4.1 (Liver Allocation, Adult Patient Status).  The Committee found the proposal ethically acceptable based on current and historical practice.

m. Proposed Modifications to OPTN/UNOS Policies 3.6 (Pediatric Donor Liver Allocation algorithm Allocation Sequence for Patients with PELD or MELD Scores Less than or Equal to 6 (All Donor Livers)), 3.6.4.2 (Pediatric Patients Status), 3.6.4.3 (Pediatric Patient Reassessment and Recertification Schedule), and 3.6.4.4.1 (Pediatric Liver Transplant Candidates with Hepatoblastoma).  The Committee found the proposals ethically acceptable based on current and historical practice.
n. Proposed Modifications to the Region 5 Status 1 sharing Agreement.  The Committee found the proposal ethically acceptable based on current and historical practice.
o. Proposed Modification to Standard H3.100 of the OPTN/UNOS Bylaws Appendix B Attachment 1 (Standards for Histocompatibility Testing), Standard H3.100 and Proposed New Policies for Kidney Transplantation - 3.5.17 (Prospective Crossmatching), and for Pancreas Transplantation - 3.8.8 (Prospective Crossmatching), and Proposed Appendix D to Policy 3.  No position taken.

p. Proposed New OPTN/UNOS Policy 3.7.17 (Crossmatching for Thoracic Organs).  No position taken.
q. Proposed Modifications to OPTN/UNOS Policy 6.4 (Exportation and Importation of Organs - Developmental Status).  The Committee found the proposal ethically acceptable based on current and historical practice.
r. Proposed Guidelines for Living Liver Donor Evaluation (Item 1 of 2).  The Committee voted unanimously to endorse the guidelines in principle.  However, they found the guidelines confusing as written and requested clarification.  Additionally, they offer the following recommendations: in item 2.a.iii.1 add Surgeon (the item would then read Physician/Surgeon); in item 2.a.iii.4 strike the phrase as appropriate and add Psychologist (the item would read Psychiatrist/Psychologist); in item 2.a.iii.5 strike the phrase “as appropriate;” and change the item 2.c.i to “Dedicated medical professional familiar with transplantation and living donation and qualified to evaluate the potential donor for:.”  Additionally, the committee asserts that section 2.a.vii is the responsibility of the transplant team and not the independent donor team.
s. Proposed Guidelines for Living Kidney Donor Evaluation (Item 2 of 2).  The Committee voted unanimously to endorse the guidelines in principle.  However, they found the guidelines confusing as written and requested clarification.  Additionally, they offer the following recommendations: in item 2.a.iii.1 add Surgeon (the item would then read Physician/Surgeon); in item 2.a.iii.4 strike the phrase as appropriate and add Psychologist (the item would read Psychiatrist/Psychologist); in item 2.a.iii.5 strike the phrase “as appropriate;” and change the item 2.c.i to “Dedicated medical professional familiar with transplantation and living donation and qualified to evaluate the potential donor for:.”  Additionally, the committee asserts that section 2.a.vii is the responsibility of the transplant team and not the independent donor team.
t. Proposed Modifications to OPTN/UNOS Policy 3.1.4 (Patient Waiting List).  The Committee found the proposal ethically acceptable and prudent.
u. Proposed Modifications to OPTN/UNOS Policy 3.2.3 (Match System Access).  The Committee found the proposal ethically acceptable and prudent.
v. New OPTN/UNOS Policies 3.4.7 (Allocation of Organs During Regional/National Emergency Situations), 3.4.7.1 (Regional/National Transportation Disruption), and 3.4.7.2 (Regional/National Communications Disruption).  The Committee found the proposals ethically acceptable and prudent.
w. Proposed Modification to the Criteria for Institutional Membership, OPTN/UNOS Bylaws, Appendix B, Section III (C) (Transplant Programs): Proposed Modifications to Item (15) (Social Support).  No position taken.

x. Proposed Modification to the Criteria for Institutional Membership, OPTN/UNOS Bylaws, Appendix B, Section III (C) (Transplant Programs): Proposed New Item (20) (Clinical Transplant Pharmacist).  No position taken.

March 25, 2004 Public Comment Document

y. Allocation of Lungs: Proposed Amended OPTN/UNOS Policy 3.7.6 (Status of Patients Awaiting Lung Transplantation), Policy 3.7.9 (Time Waiting for Thoracic Organ Candidates), Policy 3.7.9.2 (Waiting Time Accrual for Lung Candidates with Idiopathic Pulmonary Fibrosis (IPF), and Policy 3.7.11 (Allocation of Lungs).  The Committee supports the intent of this proposal and the general principles of medical urgency (justice) and transplant benefit (utility).  The Committee has historically supported balancing justice and medical utility in the organ allocation process.  Additionally, the Committee suggested that outcome data be collected and evaluated routinely to assess whether the intent of the proposals are being met.
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