
OPTN/UNOS AD HOC INTERNATIONAL RELATIONS COMMITTEE REPORT 
SUMMARY 

June 24-25, 2004 
 
I. Organ Availability Issues 
 
 Action Items for Board Consideration 
 

• The Board is asked to approve modifications to Policy 6.4 (Exportation and Importation of 
Organs – Developmental Status) that would aid in verifying the legitimacy of organ offers 
from outside the U.S. (Item 1, Page 1). 

 
 Other Significant Items 
 

• Committee Review of an Alternative Distribution System - The Committee was notified of a 
thoracic alternative distribution system request from LifeCenter Northwest (WALC) that was 
submitted to the Thoracic Organ Transplantation Committee and approved by its members. 
(Item 5, Page 7) 

 
II. Patient Access Issues 
 
 Action Items for Board Consideration 
 

• None 
 
 Other Significant Items 
 

• None 
 
III. Other Issues 
 
 Action Items for Board Consideration 
 

• Proposed Amendments to Policy 6.4.3 (Ad Hoc Organ Exchange).  The Board is asked to 
approve a policy modification that would eliminate elements of the policy language that are 
no longer necessary. (Item 2, Page 6) 

 
 Other Significant Items 

 
• Review of Import and Export of Organs – The Committee reviewed data from the UNOS 

database on the import and export of organs.  (Item 4, Page 7) 
 
• Discussion of Transplantation of Non-Resident Aliens – The Committee continued its review 

of centers that exceed the 5% threshold. (Item 3, Page 6) 
 
• Survey of Transplant Policies in Neighboring Countries The Committee agreed to research 

steps to open lines of communication to transplant networks of neighboring countries to 
facilitate more efficient movement of organs across borders when it is necessary.  (Item 6, 
Page 7)
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REPORT OF THE OPTN/UNOS AD HOC INTERNATIONAL RELATIONS COMMITTEE 
TO THE BOARD OF DIRECTORS 

 
Minneapolis, Minnesota 

June 24-25, 2004 
 

Claire F. Ozaki, M.D., Chairman 
Andreas G. Tzakis, M.D, PhD, Vice-Chairman 

 
The following report presents the Ad Hoc International Relations Committee's deliberations and recommendations 
on matters considered by the Committee during its February 4, 2004, and May 26, 2004, meetings. 

 

1. Proposed Amendments to Policy 6.4 (Exportation and Importation of Organs – Developmental Status).  At the 
September 9, 2002, meeting of the Committee, members reviewed the status of organ imports and exports.  
Staff from the UNOS Organ Center reported that they have received a number of inquiries regarding the 
importation and exportation of organs with countries outside of the U.S., and requested guidance from the 
Committee in order to establish a procedure for these exchanges.   

In 2001, the Organ Center and the UNOS Policy Compliance Staff developed operational procedures for the 
exportation of organs outside of the U.S.  This procedure was established to ensure that U.S. patients have an 
opportunity to receive an organ offer before it is allocated outside of the country.  Although this procedure is in 
place, it is not reflected in current policies.  The Committee acknowledged that the environment surrounding the 
exchange of organs with foreign entities has changed since this policy was first developed.  After significant 
discussion, the Committee recommended that either a subcommittee or task force be created to evaluate current 
policy regarding the importation and exportation of organs with foreign entities. 

On March 27, 2003, the Committee convened a teleconference of the Task Force on Exportation and 
Importation of Organs to review current organ import/export policies and make recommendations for change to 
the Committee as needed.  The group addressed the following issues: 

• The Task Force examined the issue of verifying that organs imported from foreign countries are from bona 
fide donors.  Members expressed concern that it may be possible for organs procured from paid donors to 
be exported from developing countries into the U.S.  The solution that was suggested was to require that, 
along with the organ offer, the donor organization submit documentation of informed consent from the 
donor family.  The Task Force agreed to recommend that the Committee adopt such a policy.  

• The Task Force reviewed the numbers of organ imports and exports nationally for past years to establish 
for trends in exporting countries, types of organs, and destinations once imported.  The Task Force 
recommended that data be collected and a database be compiled that would document the types of organs 
imported into the U.S., from what countries they are imported, which OPO’s and transplant centers 
received the imports, and initial organ function data following the transplant.  It was also recommended 
that a similar database be compiled for types of organs exported outside the U.S., the OPO’s that offered 
the organs outside the U.S., to what countries the organs are exported, and initial organ function data 
following the transplant. 

• The Task Force addressed the issue of priority among recipients for allocation of imported organs. 
Currently, Policy 6.4.2.1 requires that imported organs must first be processed through the UNOS Organ 
Center to determine that there or no suitable recipients for that organ on the waitlist.  The Task Force was 
concerned that the allocation of imported organs should be prioritized by the point of entry of the organ as 
opposed to being distributed first on a national basis.  The Task Force felt that the organ should be offered 
first locally within the area of the OPO or transplant center that arranged the import, thus giving priority to 
the OPO or transplant center that arranged the import.   

• The Task Force examined several issues within Policy 6.4.3 (Ad Hoc Organ Exchange). First, the Task 
Force was concerned that UNOS should be able to verify that organs offered for import are being offered 
by transplant centers or organ procurement organizations.  The Task Force suggested that this responsibility 
be placed upon the transplant center or OPO facilitating the import.  It was suggested to amend the policy 
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so that that the party importing the organ must obtain official documentation from the exporting party’s 
government certifying that the exporter is officially recognized as a transplant center or OPO within that 
country.   

• The Task Force also reviewed the requirement in Policy 6.4.3 that the Executive Director or his designee 
will have the authority to approve or disapprove importation of an organ by a member.  The Task Force 
believed that with the addition of proof of credentialing, it would no longer be necessary for the Executive 
Director to decide whether or not to authorize an organ importation from a foreign source.  Members of the 
Task Force felt that authorization from the Organ Center would be sufficient under those circumstances.  
After some debate on the issue, the Task Force agreed to table the issue and raise it again in the future.  

The Committee agreed to draft policy language proposals consistent with the recommendations from the Task 
Force and submit those proposals for public comment.   

In reviewing the Task Force recommendations at the October 10, 2003, meeting, the Committee was interested 
in collection information on the governmental procedures and requirements that foreign medical centers must 
meet when exporting organs to the U.S.  For informational purposes and to assist the Committee with further 
policy development, the Committee agreed to gather information from the appropriate agencies and foreign 
entities on organ import and export requirements.  

At the October 10, 2003, meeting, the Committee discussed the recommendations from the Task Force and 
agreed to propose policy changes consistent with those recommendations.  The Committee unanimously agreed 
to propose the following amendments to Policy 6.4 (Exportation and Importation of Organs – Developmental 
Status) and submit them for public comment. 

 

The following amendments to UNOS Policy 6.4 (Exportation and Importation of Organs – Developmental 
Status) were circulated for public comment: 

 
6.4 EXPORTATION AND IMPORTATION OF ORGANS-DEVELOPMENTAL 

STATUS.  International exchange of organs for transplantation is technically feasible but 
remains an uncommon procedure.  UNOS regards international sharing of organs to be in 
an early phase of development. 

 
 6.4.1 Exportation.  Exportation of organs from the United States or its territories is 

prohibited unless a well documented and verifiable effort, coordinated through the 
UNOS Organ Center, has failed to find a suitable recipient for that organ on the 
UNOS Waiting List.  

 
6.4.2 Developmental Protocols in International Organ Exchange.  After prior 

approval by UNOS, UNOS members may enter into formal organ exchange 
arrangements, each not to exceed two years in duration, with a foreign transplant 
program or programs.  Negotiations with foreign transplant programs or foreign 
agencies which include importing organs must be approved by the Ad Hoc 
Foreign Relations Committee.  Importation of organs is defined in Policy 6.4.5 
(Importation).  Proposed protocols must be submitted to UNOS describing the 
basis for such arrangements, expected benefits to both foreign and domestic 
participants, credentials of the foreign source, number and type of organs 
anticipated to be involved, and plans for allocation procedures and reporting of 
results.  Proposed protocols must include a requirement for the donor organization 
to submit documentation certifying the informed consent of the donor or his or her 
legal representative.  Proposed protocols must also include a requirement for the 
donor organization to submit documentation certifying that the donor has met the 
met brain death protocols that are in compliance with recognized U.S. standards 
for domestic organ procurement.  Proposed protocols must include a requirement 
for the donor organization to submit documentation of the donor’s ABO.   

 2

Highlight

Highlight

Highlight



Proposed protocols will be reviewed by the UNOS Ad Hoc Foreign Relations 
Committee which will then make recommendations to the Board of Directors. 

 
6.4.2.1 All foreign organ exchanges must be reported within 72 hours to the 

UNOS Organ Center.  All exchanges must satisfy UNOS policy that no 
organs can be exported from the United States without first a 
determination having been made by the UNOS Organ Center that there is 
no suitable recipient for that organ on the UNOS Waiting List. All 
imported organs will be allocated according to UNOS policies. All 
imported organs will be allocated first to the OPO or transplant center 
that arranged the importation of the organ.  If the OPO or transplant 
center cannot use the organ then it must be allocated according to the 
UNOS policies which apply to that organ. 

 
6.4.2.2 All approved international organ exchange protocols will be reviewed at 

least annually by the UNOS Ad Hoc Foreign Relations Committee.  Any 
additional policies regarding international exchange agreements will be 
developed by the Committee based on experience acquired pursuant to 
approved developmental protocols.  It is a goal of UNOS that 
international exchange of organs between UNOS members and foreign 
programs will foster the development of international organ sharing.  It is 
hoped that such exchanges will occur through the regular national OPTN 
system, after feasibility has been established. 

 

6.4.2.3 Importation of an organ for human transplantation in the United States is 
appropriate only if the foreign source is a UNOS recognized source.  A 
UNOS recognized source is an organ transplant center or organ 
procurement program specifically authorized as a transplant center or 
organ procurement program by an appropriate agency of its national 
government.  The OPO or transplant center responsible for importation of 
an organ must obtain official documentation from the exporting party 
that it is a medical center authorized to export organs for 
transplantation.   

 
  [NO FURTHER CHANGES TO POLICY 6.4] 

 
As of April 29, 2004, 83 responses were submitted to UNOS regarding this policy proposal. Of these, 37 
(44.58%) supported the proposal, 5 (6.02%) opposed the proposal, and 41 (49.40%) had no opinion. Of the 42 
who responded with an opinion, 37 (88.10%) supported the proposal and 5 (11.90%) opposed the proposal. 
Comments on the proposal received to date are found in Exhibit A.  The proposal was reviewed in the Regions, 
and 9 out of 11 Regions approved the policy proposal, and one Region had a tie vote.  Three of the Regions 
offered suggested revisions of the policy proposal that were addressed by the Committee (Exhibit B). 

At its May 26, 2004 teleconference meeting, the Committee revised the proposal to incorporate some of the 
suggestions received from the public comment process.  At this meeting, the Committee was informed that the 
Ad Hoc Operations Committee recommended that Policy 6.4 should be revised so that importing OPO’s are 
responsible for complying with  ABO verification requirements similar to those found in Policy 3.2.3 Match 
System Access.  In addition, the Committee opined that language be included in Policy 6.4 that requires 
importing OPO’s to comply with the policies describing minimum information for kidney, liver, pancreas, and 
thoracic organ offers.   

The Committee discussed the concern that allowing imported organs to be allocated first to the OPO or 
transplant center importing the organ raised issues regarding possible financial gains. The Committee agreed to 
strike the policy language that would allow imported organs to be allocated first to the transplant center but 
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maintain the language that allows allocation to the OPO.   The Committee also opined that the modifications 
they agreed to make to Policy 6.4.2 should apply to Policy 6.4.3 (Ad Hoc Organ Exchanges).   
 
Following the discussion, the Committee voted unanimously to recommend the following resolution for 
consideration by the Board: 
 

**RESOLVED, that the proposal having been circulated for public comment, and reconsidered by 
the Ad Hoc International Relations Committee, the amended language proposed below as Policy 6.4 
(Exportation and Importation of Organs – Developmental Status) is hereby approved and shall be 
implemented upon completion of programming in the UNOS system. 
 

6.4 EXPORTATION AND IMPORTATION OF ORGANS-DEVELOPMENTAL 
STATUS.  International exchange of organs for transplantation is technically feasible but 
remains an uncommon procedure.  UNOS regards international sharing of organs to be in 
an early phase of development. 

 
 6.4.1 Exportation.  Exportation of organs from the United States or its territories is 

prohibited unless a well-documented and verifiable effort, coordinated through the 
UNOS Organ Center, has failed to find a suitable recipient for that organ on the 
UNOS Waiting List.  

 
6.4.2 Developmental Protocols in International Organ Exchange.  After prior 

approval by UNOS, UNOS members may enter into formal organ exchange 
arrangements, each not to exceed two years in duration, with a foreign transplant 
program or programs.  Negotiations with foreign transplant programs or foreign 
agencies which include importing organs must be approved by the Ad Hoc 
Foreign International Relations Committee.  Importation of organs is defined in 
Policy 6.4.5 (Importation).  Proposed protocols must be submitted to UNOS 
describing the basis for such arrangements, expected benefits to both foreign and 
domestic participants, credentials of the foreign source, number and type of organs 
anticipated to be involved, and plans for allocation procedures and reporting of 
results.  Proposed protocols must include a requirement for the donor organization 
to submit documentation certifying the informed consent of the donor or his or her 
legal representative.  Proposed protocols must also include a requirement for the 
donor organization to submit documentation certifying that the donor has met the 
met brain death protocols that are in compliance with recognized U.S. standards 
for domestic organ procurement.  Proposed protocols must include a requirement 
for the donor organization to submit documentation of the donor’s ABO.   
Proposed protocols will be reviewed by the UNOS Ad Hoc Foreign International 
Relations Committee, which will then make recommendations to the Board of 
Directors. 
 
6.4.2.1  All foreign organ exchanges must be reported within 72 hours to the 

UNOS Organ Center.  All exchanges must satisfy UNOS policy that no 
organs can be exported from the United States without first a 
determination having been made by the UNOS Organ Center that there is 
no suitable recipient for that organ on the UNOS Waiting List. All 
imported organs will be allocated according to UNOS policies. All 
imported organs will be allocated first within the local area of to the OPO 
or transplant center that arranged the importation of the organ and in 
accordance with the allocation policy for that organ.  If no recipient is 
found within the local area of the OPO that arranged the importation of 
the organ, then the organ shall be allocated outside the local area in a 
manner consistent with   If the OPO or transplant center cannot use the 
organ then it must be allocated according to the UNOS policies which 
apply to that organ.   
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OPO’s are required to execute the OPTN/UNOS Match System 
(UNetsm) for the allocation of all organs.  The importing OPO must 
provide the minimum required information about the foreign donor 
consistent with Policy 3.5.9 (Minimum Information/ Tissue for Kidney 
Offer), Policy 3.6.9 (Minimum Information for Liver Offers), Policy 
3.7.12 (Minimum Information for Thoracic Organ Offers, and Policy 
3.8.5 (Minimum Information for Pancreas Offers) and comply with the 
ABO verification requirements in accordance with Policy 3.2.3 (Match 
System Access.  

 
 

6.4.2.2 All approved international organ exchange protocols will be reviewed at 
least annually by the UNOS Ad Hoc Foreign International Relations 
Committee.  Any additional policies regarding international exchange 
agreements will be developed by the Committee based on experience 
acquired pursuant to approved developmental protocols.  It is a goal of 
UNOS that international exchange of organs between UNOS members 
and foreign programs will foster the development of international organ 
sharing.  It is hoped that such exchanges will occur through the regular 
national OPTN system, after feasibility has been established. 

 

6.4.2.3 Importation of an organ for human transplantation in the United States is 
appropriate only if the foreign source is a UNOS recognized source.  A 
UNOS recognized source is an organ transplant center or organ 
procurement program specifically authorized as a transplant center or 
organ procurement program by an appropriate agency of its national 
government.  The OPO or transplant center responsible for importation of 
an organ must obtain official documentation from the exporting party 
that it is a medical center authorized to export organs for 
transplantation.   

 
6.4.3 Ad Hoc Organ Exchange.  Except as provided for in approved international exchange 

protocols, all offers of organs for human transplantation from foreign sources must be 
made to the UNOS Organ Center. If a UNOS member is contacted by a foreign 
source with an organ offer, that member must notify the UNOS Organ Center of that 
offer.  The Executive Director of UNOS or his designee, will have the authority to 
approve or disapprove importation of the organ by the UNOS member.  No more 
than six exchanges by any UNOS member with any foreign program(s) will be 
allowed on an ad hoc basis, and the UNOS Executive Director will report all requests 
for ad hoc international organ exchange to the UNOS Ad Hoc Foreign International 
Relations Committee.  Additional exchanges must be made as part of an international 
organ exchange protocol approved by the UNOS Ad Hoc Foreign International 
Relations Committee and Board of Directors. 
 
Imports of organs from foreign sources on an ad hoc basis must meet the 
requirements for importing organs and allocation of those organs under organ 
exchange protocols found in Policy 6.4.2.1.  Additionally, organs imported by OPO’s 
must include documentation certifying that the donor has met brain death protocols 
that are in compliance with recognized standards for domestic organ procurement.  
Organs imported by OPO’s must include documentation from the donor organization 
certifying the informed consent of the donor or his or her legal representative.  Organs 
imported by OPO’s must include documentation from the donor organization 
verifying the donor’s ABO.  
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6.4.3.1 Ad Hoc Organ Exchange Review.  Ad hoc organ exchange will be 

reviewed annually by the Ad Hoc Foreign Relations Committee. 
 

 
 6.4.4 Ethical Practices.  No UNOS member will engage in practices which might 

discredit the transplant community.  Organs accepted for importation must be 
from deceased donors and must have been voluntarily donated.  Organs imported 
from living donors or organs for which compensation has been made or promised 
are not acceptable for exchange or acceptance by UNOS members. 

 
 6.4.5 Importation.  An imported organ is defined as an organ that is procured outside of 

the United States of America or its territories.  Imported organs must meet the 
requirements of Policy 6.4.2 (Developmental Protocols in International Organ 
Exchange) and/or Policy 6.4.3 (Ad Hoc Organ Exchange). 

 
  [NO FURTHER CHANGES TO POLICY 6.4] 

 
 

2. Proposed Amendments to Policy 6.4.3 (Ad Hoc Organ Exchange).  The Committee, discussed the necessity  of 
the policy language that provides authority to the Executive Director or his designee to approve or disapprove 
importation of organs.  The Committee believed it impractical for the Executive Director to lend his approval to 
every organ import.  In addition, the Committee believed that it is unnecessary for the for the Executive 
Director to report each ad hoc organ exchange to the Committee because the Committee already reviews this 
information on a periodic basis.  Following the discussion, the Committee voted unanimously to propose 
modifications to Policy 6.4.3 that would omit these provisions.  

 
**RESOLVED, that the amended language proposed below as Policy 6.4.3 (Ad Hoc Organ 
Exchange) is hereby approved and shall be implemented upon completion of programming on the 
UNOS computer system. 

 
6.4.3 Ad Hoc Organ Exchange.  Except as provided for in approved international 

exchange protocols, all offers of organs for human transplantation from foreign 
sources must be made to the UNOS Organ Center.  If a UNOS member is 
contacted by a foreign source with an organ offer, that member must notify the 
UNOS Organ Center of that offer.  The Executive Director of UNOS or his 
designee, will have the authority to approve or disapprove importation of the 
organ by the UNOS member.  No more than six exchanges by any UNOS member 
with any foreign program(s) will be allowed on an ad hoc basis.  and the UNOS 
Executive Director will report all requests for ad hoc international organ exchange  
will be reported to the UNOS Ad Hoc Foreign Relations Committee.  Additional 
exchanges must be made as part of an international organ exchange protocol 
approved by the UNOS Ad Hoc Foreign International Relations Committee and 
Board of Directors. 

 
6.4.3.1 Ad Hoc Organ Exchange Review.  Ad hoc organ exchange will be 

reviewed annually by the Ad Hoc Foreign International Relations 
Committee. 

 

3. Continued Review of Centers Where the Transplantation of Non-Resident Aliens Exceeded 5% in 2002 and 
2003.  At the May 14, 2004, meeting, the Committee continued its review of transplant programs where non-
resident aliens constituted more than 5% of recipients of any type of cadaveric organ (Exhibit C). The 
Committee unanimously voted to send a letter to those centers that exceeded the 5% threshold in more than two 
consecutive years.  The Committee also agreed to modify its prior methodology for auditing these programs and 
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will exclude programs that performed only one transplant of a non-resident alien in a review period.  The 
Committee expects that this will eliminate the need to contact centers with low transplant volume where the 
transplant of one resident alien may exceed the 5% threshold for that center.  

 
4. Review of Exportation and Importation of Organs.  The Committee reviewed a variety of data collected on the 

import and export of organs between 1992 and 2003.  The Committee noted a decline in importation of all 
organs during these years. (Exhibit D).  The Committee noted that all organ imports between 1992 and 2003 
have been imported only from Canada, Bahamas, or Bermuda.  

 
5. Review of Thoracic Variance Request from LifeCenter NorthWest (WALC)  At the February 4, 2004, meeting, 

Lynn Cravero, Director of Clinical Services at LifeCenter NorthWest (WALC) presented information on 
thoracic alternative distribution system that had been approved by the Thoracic Organ Transplantation 
Committee.  (Exhibit E). WALC noted that in past years, it had been necessary to offer organs from Alaska 
donors to Canadian transplant centers because the Canadian centers were closer to WALC than the nearest 
eligible US recipient. Ms. Cravero noted that in 2003, WALC allocated one heart and two lungs to Canadian 
centers due to these circumstances.  The alternative distribution system permits WALC to offer thoracic organs 
from Alaska donors to candidates through Zone C before making offers to nearby Canadian transplant centers.   

The Committee asked to review the data on the number of exports to Canada under the alternative distribution 
system every two years.    

 
 

6. Survey of Transplant Policies in Neighboring Countries.  The members agreed to propose steps to open lines of 
communication to transplant networks of neighboring countries to facilitate more efficient movement of organs 
across borders when it is necessary.  The Committee believes that this would be a important step in facilitating 
organ exchange with other countries. The Committee is specifically interested in the structure of foreign 
transplantation networks, allocation policies, and importation and exportation policies. The Committee asked 
UNOS staff to provide an update on the operation of the Canadian and Mexican transplant networks at future 
meetings.    
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Participants in the Ad Hoc International Relations Committee Teleconference  

February 4, 2004 

 

Committee Members Participating: 
 
Claire F. Ozaki, M.D.    Chair 
Richard W. Carson, M.D.   At-Large 
Adel Bozorgzadeh, M.D.   At-Large 
Angel L. Rivera    At-Large 
Jade Perdue     Ex Officio, Government Liaison 
 
Committee Members Unable to Attend: 
 
Andreas Tzakis, M.D.    Vice Chair 
Eduardo A. Santiago Delpin, M.D.,   Ex Officio 
Jorge D. Reyes, M.D    At-Large 
Gloria Garcia Bohrer    At-Large 
 

UNOS Staff Participating: 
 
Sarah Taranto, SAS Analyst, Research Department 
Matthew A. Coke, Policy Analyst, Committee Liaison 
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Participants in the Ad Hoc International Relations Committee Teleconference  

May 26, 2004 

 

Committee Members Participating: 
 
Claire F. Ozaki, M.D.    Chair 
Andreas Tzakis, M.D.    Vice Chair 
Richard W. Carson, M.D.   At-Large 
Adel Bozorgzadeh, M.D.   At-Large 
Angel L. Rivera    At-Large 
Jade Perdue     Ex Officio, Government Liaison 
 
Committee Members Unable to Attend: 
 
Eduardo A. Santiago Delpin, M.D.,   Ex Officio 
Jorge D. Reyes, M.D    At-Large 
Gloria Garcia Bohrer    At-Large 
 

UNOS Staff Participating: 
 
Sarah Taranto, SAS Analyst, Research Department 
Douglas Heiney, Director, Membership and Policy Development 
Matthew A. Coke, Policy Analyst, Committee Liaison 
Chris Williams, Director, UNOS Technology Services 
Roger Brown, Manager, UNOS Organ Center 
Judy Morrison, Manager, UNOS Organ Center 
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