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The following report represents the OPTN/UNOS OPO Committee’s deliberations and recommendations 
on matters considered by the Committee during its March 31, 2004 meeting. 
 
Organ Availability Issues 
 
1. Proposed Policy Modifications to Policy Section 5.0 (Standardized Packaging and Transporting of 

Organs and Tissue Typing Material) and Policies 2.5.7 and 2.5.7.1 regarding documentation to 
accompany each organ.  In June 2003, the Board of Directors accepted a resolution by the Committee 
that involved a significant amount of revision to Policy Section 5.0.  The revision was proposed to the 
Board, following circulation for public comment, in order to update policy to current accepted medical 
practice.  Subsequent to that date, the Ad Hoc Operations, Histocompatibility and Kidney/Pancreas 
Transplantation Committees proposed additional revisions for consideration by the Committee.  These 
proposed revisions by the various committees, OPO Committee discussion, and final modification to 
policy proposal were addressed, including the issue of reuse of disposable organ packaging that was 
initially introduced by the ABO Joint Subcommittee. 

 
Policy 5.0 (Standardized Packaging and Transporting of Organs and Tissue Typing Materials).  The 
Ad Hoc Operations Committee proposed to delete redundant and unnecessary words and to remove the 
phrase “and pertinent medical data” that is detailed elsewhere in policy.  The Committee agreed with 
the recommendations. 
 
Policy 5.2 (Standard Labeling Specifications) and 5.2.3.  The Kidney/Pancreas (KP) Transplantation 
Committee reported that it is often difficult to read the labels on the transport boxes either because 
previous labels have not been thoroughly obliterated or removed and felt that the policy should specify 
that the labels used be a standardized label developed by the OPTN/UNOS.  The Ad Hoc Operations 
Committee, regarding the KP Committee recommendation, noted that not all organs are shipped in 
boxes.  Additionally, the Ad Hoc Operations Committee questioned the last sentence of this policy in 
light of incoming recovery teams.  The last sentence states that “The Host OPO is responsible for 
ensuring that each tissue or organ container is labeled appropriately.”  The OPO Committee felt that in 
the interest of consistency and safety, a standardized external label should be affixed to every organ 
transport container that is shipped.  In addition to the UNOS telephone number currently on the label, a 
place for the originating OPO telephone number should be added.  It was also recommended that the 
current adhesive to the UNOS label should be made more adherent. 

 
Policy 5.3 (Documentation).  The Histocompatibility Committee suggested that the subcommittee 
delete the wording related to reading sheets, antibody screens and regional crossmatch results from 
Policy 5.3.  The reading sheets from HLA tissue typing tests are extremely detailed involving multiple 
pages and can be almost impossible to accurately duplicate in another laboratory, particularly the case 
of typings done using molecular techniques. The reading sheets rarely provide any additional useful 
information other than that which is included in the HLA typing report. The reference to antibody 
screens could be interpreted to mean HLA antibody screens done on local patients, and reading sheets 
and reports are both irrelevant to any other center to which an organ may be transported. Finally, in 
those regions that use regional crossmatch trays, the results are usually entered directly into UNetsm or 
transmitted to other centers in that region using electronic means. If a region wishes to share the results 
of regional crossmatch trays by providing hard copies or faxes, then it is something that could be 
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included in a region-specific policy.  It is rare that any of these sheets are currently being provided, but 
it was not an absolute requirement in the previous policy.  The Ad Hoc Operations Committee 
proposed to include only the requirements of ABO results in this policy since the other requirements 
noted are not always available, as indicated by the Histocompatibility Committee comments regarding 
reading sheets, or are specified as required in other sections of policy.  It was noted that the 
documentation of blood transfusions is included on the donor information form completed by the OPO 
and included with each organ.   With regard to documentation sent with the organ, the OPO Committee 
noted that it is addressed in Policy 5.5.5 and 2.5.7.1, and that HLA typing is entered into UNetsm 
making it available to anyone involved.  The Committee supported leaving in separate documentation 
requirement related to ABO to emphasize that copies of the ABO results should be provided in all 
circumstances.  
 
Policy 5.5 (Standard Organ Packaging Specifications).  The ABO Joint Subcommittee opined that the 
re-use of disposable organ packages should be prohibited and requested that the OPO Committee 
review policy 5.5 regarding this issue.  The Committee conducted a survey of the organ specific and 
pediatric committees regarding the re-use of transport boxes and the use of coolers and reviewed 
documentation by the Policy Compliance Department regarding specific packaging and shipping 
incidences that occurred in the past year.    The survey responses were then reviewed, which was 
followed by a request to the organ-specific and Pediatric committees to respond to the Committee 
recommendations below.   

 
• The re-use of disposable transport boxes should be prohibited due to the integrity of the box being 

compromised during the removal of labels. 
• Coolers should be allowed for non-commercial transporting when the organ recovery team is 

taking the organ from the donor hospital to the transplant center.  The re-use of coolers should be 
allowed.  All labels from the previous donor organ must be removed before re-using the cooler. 

• If the organ is to be commercially shipped, such as with a courier service, commercial airline or 
charter service, the organ should be packaged in a disposable transport box, as outlined in Policy 
5.5 (Standard Organ Package Specifications), to comply with OSHA and federal transportation 
regulations that would require a sealed, leak-proof container. 

 
The Liver/Intestine Transplantation Committee, at its February 5, 2004 meeting, voted unanimously 
that the recommendations of the OPO Committee would apply to transport of livers.  The Pediatric 
Transplantation Committee, at its January 21, 2004 meeting, reviewed and agreed with the OPO 
Committee's recommendations.   
 
Policy 5.5.1 refers to the outer container of the organ shipping box.  The current policy states that the 
fiber outer container must be wax impregnated.  Most organ shipping boxes currently used are wax 
coated.  The Committee is unaware of any complaints by OPOs or transplant programs about the outer 
container and supported the language change.  
 
Policy 5.5.2 regarding shipping container specifications to maintain the temperature of the organ.  
Organs are not packaged with temperature monitors or recorders.  The Committee agreed that the 
policy implies that it can proven the temperature of the organ can be supplied and propose striking that 
language in the policy. 

 
Policy 5.5.6 regarding the red top tube of blood to accompany organs and tissue typing material for 
ABO confirmation.  The Kidney/Pancreas Transplantation Committee agreed that the provisions 
should apply to each organ and tissue typing material being transported and should so specify to ensure 
that adequate tissue typing materials are made available.  In addition, staff would not be forced to 
search the container for the tissue typing material.  The Ad Hoc Operations Committee rejected the 
proposed wording modification of the Kidney/Pancreas Transplantation Committee on the grounds that 
the modifications did not seem necessary or change the intent of the policy.  And the proposed 
language may be redundant since this is a requirement found elsewhere in policy.  The OPO 
Committee supported the Kidney/Pancreas Transplantation Committee proposal. 
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The Committee then discussed the Michigan State University School of Packaging report, which 
outline the thermal insulation properties tests that were conducted using R-factor and heat penetration 
rate criteria for rating four organ shipping boxes (Exhibit A).  The Committee expressed interest in 
establishing a minimum performance standard for organ shipping boxes to meet that would maintain 
the temperature of the organ within a specified degree range for an established period of time and will 
draft a study to be conducted by the School.  Once criteria are established, it was agreed that shipping 
boxes should be required to be tested or certified by an independent body, such as an academic 
institution, as meeting the minimum accepted standards.   The Committee also discussed further 
pursuing the investigation of commercial carrier or federal transport standards that relate to hazardous 
materials with regard to box integrity, and the elements that relate to adequate packaging, to ensure 
minimum required standards are met. 

 
Policies 2.5.7 and 2.5.7.1 regarding documentation to accompanying each organ.  The ABO Joint 
Subcommittee had recommended that the OPO Committee develop a standard form, which would 
document the informed acceptance by the transplant surgeon at the transplant center of an organ from an 
OPO.  This form would document a verification of all donor information provided and copies would be 
provided for the OPO and accepting transplant surgeon.  Much concern was expressed regarding the 
logistical complexity in implementing this request with one example being the various models 
employed by OPOs to import organs.  It was also felt that the request was made in context of ABO 
documentation, and that since that time other procedures have been developed to ensure verification of 
ABO source documentation.  The Committee agreed that the OPO should continue to provide a hard 
copy of the donor information with each organ as required by Policy 2.5.7.1 and maintain 
documentation that the information that was provided.  In addition, the Committee recommended that 
ABO, serology and medical/social history form documentation be added to 2.5.7.1 as a current 
standard of practice. 
 
After lengthy discussion and careful consideration of the various reports and committee 
recommendations, the OPO Committee voted 14 for, 0 against, 0 abstentions to submit the following 
proposed policy modifications for public comment. 

 
5.0  STANDARDIZED PACKAGING AND TRANSPORTING OF ORGANS AND TISSUE 
TYPING MATERIALS.  The following policies address standardized packaging of transplant organs 
and tissue typing materials to be transported. When the organ is procured and labeled, the Host OPO 
shall be responsible for ensuring the accuracy of the donor’s ABO and pertinent medical data on the 
container label and within the donor’s documentation. Each OPO shall establish and implement an 
internal procedure for obtaining verification of donor ABO data and pertinent medical data by an 
individual other than the person initially performing the labeling and documentation requirements put 
forth in OPTN/UNOS Policy 5.2 and 5.3. The OPO shall maintain records documentingion that such 
separate verification has taken place and make such documentation available for audit. 

 
5.1  SPECIMEN COLLECTION AND STORAGE.  Each OPO shall have a written policy 
established with (a) laboratory(s) approved by the American Society for Histocompatibility and 
Immunogenetics (ASHI) or UNOS.  This policy should be determined by the specimen requirements 
of the typing laboratory and the quality assurance criteria of ASHI or UNOS.  The policy shall include 
specific descriptions of the type of specimen, and medium, in addition to the shipping requirements of 
same.  
 
5.2  STANDARD LABELING SPECIFICATIONS.  The Host OPO shall be responsible for 
ensuring that the outermost surface of the transport box containing organs and/or tissue typing 
specimen containers must have a completed OPTN/UNOS standardized external organ container 
secure label (provided by UNOS). with the OPTN Donor I.D. Number, Donor ABO type, a description 
of the specific contents of the box, the sender’s name and telephone number, and the Organ Center 
telephone number.  Any previous labels on the transport container must be removed prior to labeling 
the box so that only one label exists.  The OPO shall label each specimen within the package in 
accordance with OPTN/UNOS policy.  The Host OPO is responsible for ensuring that each tissue or 
organ container is labeled appropriately. 
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5.2.1  The Host OPO is responsible for ensuring that the OPTN Donor I.D. number, donor ABO 
type, and a secure label identifying the specific contents (e.g., liver, right kidney, heart) are 
attached to the outer bag or rigid container housing the organ prior to transport. 
 
5.2.2  Each separate specimen container of tissue typing material must have a secure label with the 
OPTN Donor I.D. Number, donor ABO type, date and time the sample was procured, and the type 
of tissue.  The Host OPO is responsible for labeling the materials appropriately. 

 
5.2.3  The Host OPO is responsible for fixing to the transport container the standardized 
OPTN/UNOS label completed with the OPTN Donor I.D. Number, Donor ABO type, a 
description of the specific contents of the box, the sender’s name and telephone number, and the 
Organ Center telephone number provided by UNOS. 

 
5.3  DOCUMENTATION.  ABO results must be provided by the Host OPO.  Iin all circumstances 
during which an organ is transported.,copies or facsimiles of all reading sheets and reports pertaining to 
serologies, tissue typing, antibody screens, and regional crossmatch results must be provided after testing 
and included with any specimen for future testing.   Documentation of donor blood product transfusions 
within the previous 72 hours, due to the fact that transfusions may impact the accuracy of testing, 
should be made available to the histocompatibility laboratories.  Properly packaged paperwork 
containing complete donor information, as described in Policy 2.5.7.1, will be included with the organ 
transport container in all instances in which the organ is transported. 

 
5.4 PACKAGING.  In all circumstances during which an organ is transported, the Host OPO is 
responsible for packaging, labeling, and handling the organ in a manner which ensures arrival without 
compromise to the organs.  Proper insulation and temperature controlled packaging including adequate 
ice or refrigeration shall be used to protect the organs during transport.   
 
5.5  STANDARD ORGAN PACKAGE SPECIFICATIONS.  The re-use of disposable transport 
boxes is prohibited.  If the organ is to be commercially shipped, such as with a courier service, 
commercial airline or charter service, the organ must be packaged in a disposable transport box.  
Coolers are permitted for non-commercial transporting when the organ recovery team is taking the 
organ with them from the donor hospital to the transplant center.  The re-use of coolers is permitted.  
All labels for the previous donor organ must be removed before re-using the cooler.  The standard 
package used by OPTN members must have the following properties: 

 
5.5.1  A corrugated, wax impregnated coated fiber outer container of 200 pound burst strength, or 
one of equal or greater strength and moisture resistance, must be used.   
 
5.5.2  Inside the moisture resistant outer-container, 1-1/2" thick, expanded polystyrene insulated 
container or its R-factor equivalent must be used to maintain the temperature of the organ.  A closed 
plastic liner must be placed between the outer container and the polystyrene insulated container to 
encase the ice. 
 

[No changes from 5.5.3 through 5.5.5] 
 

5.5.6  Accompanying the each organ and tissue typing material, a "red top" tube of blood, 
specifically for confirmation of ABO must be sent to the receiving OPO or transplant center.  This 
tube must be labeled as described in Policy 5.2.2 and placed within the insulated container.  The Host 
OPO is responsible for ensuring that the tube is appropriately labeled. 

 
[No changes from Policy 5.7 through 5.7.3] 

 
2.5.7  Properly packaging ed of all paperwork containing complete donor information shall to accompany 
each organ to the recipient institution. 
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2.5.7.1  Written documentation accompanying each organ must include: 
• ABO typing source documents 
• Serology results 
• Medical/Social History form 
• Donor evaluation; 
• Complete record of donor maintenance; 
• Documentation of consent; and 
• Documentation of organ quality 

 
2. Proposed Modifications to Policy Section 4.0 Regarding Human Immune Deficiency Virus (HIV), 

Human Pituitary Derived Growth Hormone (HPDGH), and Human T-Lymphotropic Virus Type 1 
(HTLV-1), and Proposed New Policy Regarding Reporting of Potential Recipient Diseases or Medical 
Conditions, including Malignancies, of Donor Origin.  Policy 4.0 involves ongoing discussions by the 
Committee and consists of three segments related to the potential transmission of donor-related 
diseases to the recipient.  The first segment address potential donors whose screening tests are positive 
for HIV and individuals who have received human pituitary-derived growth hormone.  The second 
segment addresses potential donors whose screening tests are positive for HTLV I/II.  In both of these 
segments, discussion focuses on whether these organs should be used for transplantation and whose 
decision should it be to use these organs.  The third segment is a separate discussion about the 
development of a reporting process for potential or actual transmission of diseases or medical 
conditions thought to be of donor origin by the OPO or transplant center.  The proposed new policy 
contains an inclusive list of reportable diseases and medical conditions, including malignancies, as 
well as a reporting process. 

 
Policies 4.1 (Screening Potential Donors for HIV) through 4.5 (Human Pituitary Derived Growth 
Hormone).  In the process of reviewing policy related to HTLV at its September 15, 2003, meeting, the 
Committee concluded that Policies 4.0 through 4.5 should be reviewed and modified to reflect current 
accepted practice.   Subsequently, a joint subcommittee was formed with representatives from the 
OPO, organ specific and Pediatric committees, utilizing the expertise of Jay Fishman, MD, Infectious 
Disease Unit, Massachusetts General Hospital.  The Joint Subcommittee met by conference call on 
January 8, 2004 to discuss if HIV-positive donor organs should be considered for transplantation into 
HIV-positive candidates and if individuals who have received Human Pituitary Derived Growth 
Hormone (HPDGH) should continue to be excluded as potential donors.   Both circumstances allow for 
exceptions to policy when considering non-renal organs involving extreme medical emergencies.  The 
policy related to HIV includes additional language that allows only those potential donors who have 
not been tested for HIV to be considered.   It was stated that some transplant centers that list HIV-
positive candidates would consider accepting organs under certain circumstances from HIV-positive 
recipients.  A search of the OPTN database for cases where HIV-positive organs were transplanted into 
HIV-positive recipients resulted in none being identified.  It was then brought to the subcommittee’s 
attention that the OPTN Final Rule excluded organ recovery from HIV-positive patients. 
 

OPTN Final Rule §121.6 (b) HIV.  The OPTN shall adopt and use standards for preventing the 
acquisition of organs from individuals known to be infected with human immunodeficiency virus. 

 
With regard to HPDGH, members of the subcommittee questioned whether HPDGH was still available 
and believed it to be replaced by a synthetic version.  It was stated that concerns might be the 
individual may have received HPDGH many years prior but may not have converted, but that the 
likelihood of contracting Creutzfeldt-Jacob disease was probably minimal.  Cases that were identified 
related to a few tissue donors that were identified 20 or more years ago.  It was noted that the Donor 
Medical/Social History Form includes a question on HPDGH.  The Joint Subcommittee was not 
wholly supportive of eliminating policy that excludes these individuals due to lack of information, but 
agreed that more supportive of language stating that acceptance of an organ from a patient that 
received HPDGH should be at the discretion of the potential recipient and transplant surgeon. 
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The Joint Subcommittee’s report and other pertinent materials were provided to the organ specific and 
pediatric committees for consideration at the January and February 2004 meetings.   Recommendations 
from these committees were provided to the OPO Committee.  Suggested policy modifications by the 
Kidney/Pancreas Transplantation Committee addressed grammatical changes to HIV policy and 
language that would allow individuals who received HPDGH to be potential donors, which were 
accepted by the Committee.  The Liver/Intestine Transplantation Committee had approved a motion 
stating that policy should allow for the possibility of an offer occurring for HIV-positive donors to 
HIV-positive recipients, but were also aware that Federal Law may prohibit the use if HIV-positive 
donors.  This Committee also supported the Joint Subcommittee’s recommendation that the decision to 
use organs from individuals who received HPDGH should be at the discretion of the potential recipient 
and transplant surgeon. 

 
In its deliberations, the OPO Committee also considered Federal Law addressing potential donors who 
test positive for HIV.  Although it was noted that certain liver transplant programs may want to 
consider HIV-positive organs for Status I patients co-infected with HIV and HCV, the Committee 
determined not to address the issue and suggested that it be pursued by the Liver/Intestine 
Transplantation Committee if sufficient interest existed. 

 
National Organ Transplant Act, Section 273 (b)(3).  An organ procurement organization 
shall:…(C) arrange for the acquisition and preservation of donated organs and provide quality 
standards for the acquisition of organs which are consistent with the standards adopted by the 
Organ Procurement and Transplantation Network under section 274 (b)(2)(E) of this title, 
including arranging for testing with respect to preventing the acquisition of organs that are 
infected with the etiologic agent for acquired immune deficiency syndrome. 

 
With regard to HPDGH, it was stated that individuals currently receiving growth hormone are no 
longer at risk for acquiring Cruetzfeldt-Jacob disease as only recombinant growth hormone is used.   
The Committee considered a November 2001 report by the Public Health Services Interagency 
Coordinating Committee on Human Growth Hormone and Creutzfeldt-Jakob disease (Exhibit B).  The 
document stated that in October 2000, the CDC reported 22 deaths from transmission of prion disease, 
CJD, spongiform encephalopathy, or Mad Cows disease out of 8,000 recipients that received HPDG 
hormone, of which almost all cases occurred from exposures before 1977, when a new method of 
purification was introduced.  Although noting that the disease can present as late as 20 years, and 
sometimes up to 30 years after exposure, it was mentioned that in the context of a deceased potential 
donor in which .3 percent of 8,000 individuals contracted prion disease, the likelihood of one of these 
individuals becoming an organ donor was extremely remote.  As a result, the Committee determined 
that it should be left to the judgment of the accepting center whether to use these organs.   

 
Policy 4.6 (Screening Potential Organ Donors for HTLV I Antibodies)  The Committee, at its 
September 15, 2003, meeting, considered policy that excludes the recovery of organs from HTLV-
positive donors, and opined that the transplant center and candidate should determine the benefits and 
risks of transplanting an HTLV-positive organ after reviewing OPTN data regarding HTLV-positive 
donors.  The Joint Subcommittee that met on January 8, 2004, reported that OPTN data indicate some 
centers accept HTLV-positive organs for transplantation, and that the transplant community recognizes 
that a certain number of donor HTLV-positive test results are actually false positive as confirmed by 
Western Blot.  The Joint Subcommittee also concluded that policy should not absolutely exclude 
HTLV-positive donors.  Subsequently, Liver/Intestine Transplantation Committee concluded that due 
to the high rate of false positives for HTLV, these organs should not be excluded from donation.  The 
Pediatric Transplantation Committee supported the Joint Subcommittee conclusion to not absolutely 
excluded HTLV-positive donors. 

 
At the Committee’s request, UNOS Research staff conducted further analysis related to HTLV-
positive donors and the recipients of those organs (Exhibit C).  There were 32 donors between 
January 1, 1995 and January 31, 2004 that were reported by OPOs as being HTLV positive.  These 32 
donors were recovered at 20 different OPOs, and resulted in 58 transplants (11 hearts, 22 kidneys, 22 
liver, and 3 lung).  Nine were further determined to be HTLV negative due to OPO keying error.  Of 
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the remaining 23 donors, 13 had confirmatory tests for HTLV of which 5 returned as HTLV positive, 5 
negative, 2 as inconclusive and 1 as indeterminate.  Approximately four different types of confirmatory 
tests were used, as reported by the OPO.  For each donor that was confirmed positive by a second test, 
the transplant center that received the organ was contacted to determine the transplant recipient’s 
HTLV status pre-transplant as UNOS does not collect HTLV results on transplant candidates.  No 
information was available as the centers reported that the test was not documented in the chart, was not 
performed, or the center did not reply.  It was noted that this study did not capture the HTLV-positive 
screened potential donors where no effort was made to place the organs as that information is not 
available.  One OPO reported having approximately 20 to 25 potential donors over the past 6 years 
who were HTLV positive, and from whom organs were not recovered.   

 
The Committee agreed that HTLV testing is problematic with many false positives; confirmatory tests 
are frequently not done; and when done, the test often is not completed on a timetable that allows for 
organ transplantation.  Therefore, the Committee proposes the current policy reflect the 
recommendation of the subcommittee and various committees that were asked to comment, and 
supports modifications to the policy that would allow a transplant center to make a decision regarding 
use of these organs on a case-by-case basis. 

 
New Proposed Policies 4.6-4.8 Regarding Screening Organ Donors for and Post-transplant Reporting 
of Transmission of Disease or Medical Conditions, including Malignancies.   The Committee 
recognizes the importance of establishing a formal system for reporting cases where transmissible 
diseases or medical conditions, including malignancies, are detected by an OPO in a donor after organs 
are procured, or detected by a transplant centers either before or after the organs have been 
transplanted.  The initial draft proposal was developed by UNOS staff and presented to the Executive 
Committee, which deferred consideration of the proposal pending deliberation by appropriate 
committees.   It was determined that the OPO Committee would take the lead in addressing the 
proposal. 
 
Initially, concerns were expressed related to discoverability when reporting these cases to UNOS with 
the impression that as part of the quality improvement process, confidential issues such as these are 
now discoverable similar to peer review.  UNOS legal counsel responded that the likelihood for 
someone to obtain the data was no greater by reporting it to UNOS.  Release of patient specific data 
would only be pursuant to a subpoena directed to UNOS or directly to the member from whom UNOS 
received the data.  Anyone serving a subpoena on UNOS could serve that same subpoena on a 
member, and the data would be provided directly from the member unless the member chose to object 
to the subpoena. 

 
With regard to determining the scope of diseases and medical conditions that OPOs should report in 
order to meet policy requirements, the Committee concluded that an inclusive list be developed and 
incorporated into the proposal.  With respect to screening donors for known medical conditions or 
diseases, it is the Committee’s understanding that the policy would reflect the standard of practice at 
the time of reporting.  A working group was formed that drafted an inclusive list of diseases and 
medical conditions for reporting.  A Joint Subcommittee representing the OPO, organ-specific and 
Pediatric committees reviewed the list and agreed that the transplant center should refer to the same 
“diagnosis list” as the OPO for reporting purposes.  Additionally, the Subcommittee supported the 
inclusion of policy language that would address the necessity to report autopsy finding and culture 
results that pose potential risk to the recipients.  OPO representatives verified that the receipt of 
pathology reports from donor autopsies is fairly standard and pertinent results should be disseminated 
to the recipient centers, if warranted.  Subsequent to the Joint Subcommittee meeting, Jay Fishman, 
MD, an infectious disease expert, and the UNOS medical staff reviewed and suggested revisions to the 
list.  The Committee agreed that the revised list be incorporated into policy. 

 
The Committee concurred that disclosure of a potential or actual adverse event should be immediate 
with the most feasible method being by telephone and the OPO as the central contact to notify effected 
transplant centers.  Whether the adverse event occurred prior to transplant or 6 months post-transplant, 
the contacting and reporting process by the OPO and transplant center would be the same.  The Joint 
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Subcommittee, noting that some cancers of donor origin may not be detected in the recipient for a 
number of years post-transplant, thought that the UNOS generated database for reporting all recipient 
cancers could serve as an avenue for reporting.  The Pediatric Transplantation Committee, at its 
January 21, 2004 meeting, noted and emphasized the importance of timely and complete 
communication regarding HIV-related results and donor malignancies. 
 
The Committee felt that transplant center or OPO that initiated the process would also notify the OPTN 
through the Organ Center immediately.  If an acute situation, the Organ Center would assist the parties 
involved in disseminating the information.  Contacting the Organ Center would create a back-up 
notification so that the opportunity to prevent the transplant of that organ is not missed; it would start a 
process of data collection and verification that the process is taking place; and from a risk management 
perspective, it would document that the suspicion of an adverse event was voluntarily reported.  
UNetsm would serve as the eventual consolidated clearinghouse for the information, once developed, 
for both actual versus suspected transmission of diseases, and would also facilitate the identification of 
near misses in order to determine the processes that prevent adverse events.  It was thought that the 
UNOS Policy Compliance Department would be ultimately responsible for following up with the 
various entities involved to ensure that the information was collected and transmitted accurately and 
expeditiously.   

 
After careful and thorough consideration of the various reports, regulations and committee 
recommendations, the OPO Committee voted 14 for, 0 against, 0 abstentions to submit the following 
proposed modifications to Policy 4.0 for public comment. 
 
Policy 4.0 Acquired Immune Deficiency Syndrome (AIDS). and Human Pituitary Derived 
Growth Hormone (HPDGH), and Human T-Lymphotropic Virus Type (HTLV-1), and 
Reporting of Potential Recipient Diseases or Medical Conditions, including Malignancies, of 
Donor Origin. 

 
These policies apply to the pretransplant consideration of potential organ donors and/or potential organ 
recipients with regard to AIDS, HPDGH and HTLV-1. 
 
4.1  Screening Potential Organ Donors for Anti-HIV Antibody. All potential donors are to be tested by 
use of a screening test licensed by the U.S. Food and Drug Administration (FDA) for Anti-Human 
Immune Deficiency Virus (HIV) Antibody (Ab). If the potential donor's pre-transfusion test for HIV 
the antibody is negative and blood for subsequent transfusions has been tested and found to be negative 
for HIV-Ab, retesting the potential donor for HIV-Ab is not necessary. If no pre-transfusion sample of 
the potential donor's blood is available, the Host OPO (as defined in Policy 2.1) must provide, to the 
recipient transplant center the screening test results and a complete history of all transfusions received 
by the donor during the ten (10) day period immediately prior to removal of the organ. Organs from 
donors with a positive screening test are not suitable for transplantation unless subsequent 
confirmation testing indicates that the original tests' results were falsely positive for HIV-Ab. If 
additional tests related to HIV are performed, the results of all tests must be communicated 
immediately to the UNOS Organ Center and all institutions receiving organs from the donor. 
Exceptions for cases in which the testing cannot be completed prior to transplant are provided in 
paragraph 4.1.3 below.  

 
4.1.1 Donor History. The Host OPO will obtain a history on each potential donor in an attempt to 
determine whether the potential donor is in a "high risk" group, as defined by the Centers for 
Disease Control. The Host OPO must communicate the donor history to all institutions receiving 
organs from the donor.  

 
4.1.2 Organ Sharing. UNOS members shall not knowingly participate in the transplantation or 
sharing of organs from donors who are confirmed reactive for HIV positive -Ab by an FDA 
licensed screening test unless subsequent confirmation testing unequivocally indicates that the 
original test's results were falsely positive for HIV-Ab.  
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4.1.3 Exceptions. Exceptions to the guidelines set forth above may be made in cases involving 
non-renal organs, when, in the medical judgment of the staff of the Host OPO and recipient 
institution, an extreme medical emergency warrants the transplantation of an organ, the donor of 
which has not been tested for HIV antibody. The transplant surgeon is obligated to obtain 
informed consent from the recipient or next of kin in such cases.  
 
4.1.4 Donor Consent Forms. UNOS member institutions are encouraged to include in each donor 
consent form a notice that all potential donors will be screened for medical acceptability for organ 
donation and that results of such tests may be the basis for not using the organ in transplantation.  
 

4.2 Screening Potential Transplant Recipients for HIV Antibody. Testing for HIV-Ab shall be a 
condition of candidacy for organ transplantation, except in cases where such testing would violate 
applicable state or federal laws or regulations. Patients whose test results are confirmed positive should 
undergo appropriate counseling.  

 
4.2.1 HIV-Ab Sero Ppositive Transplant Candidates. A potential candidate for organ 
transplantation whose test for HIV-Ab is positive but who is in an asymptomatic state should not 
necessarily be excluded from candidacy for organ transplantation, but should be advised that he or 
she may be at increased risk of morbidity and mortality because of immunosuppressive therapy.  

 
4.2.2 Informing Personnel. Health care personnel caring for patients who test positive for HIV 
AIDS antibody should be so informed.  
 
4.2.3 Patient Treatment. Administering treatment to patients who test positive for the HIV 
antibody should not be optional or discretionary for health care personnel.  

 
4.3 Disclosure of Information About HIV Antibody Status. UNOS member institutions are urged to 
comply with state and federal statutes and regulations applicable to the disclosure of personalized data 
on actual or potential organ donors or recipients.  
 
4.4 General Recommendations. All UNOS member institutions are requested to adopt an overall health 
care policy addressing special HIV-related problems with regard to transplant candidates and 
recipients. It is recommended that each institution's HIV-related health care policies incorporate the 
specific UNOS policies 4.1, 4.2, and 4.3 set forth above. It is also recommended that member 
institutions make their policies available upon request to the press and the public.  

 
4.5 Human Pituitary Derived Growth Hormone. People who have received Human Pituitary Derived 
Growth Hormone (HPDGH) from human tissue (not recombinant) shall be evaluated deferred as organ 
donors with potential organs used at the discretion of the accepting transplant center and with informed 
consent from the recipient patient. An exception to this policy may be made in cases involving non-
renal organs, when, in the medical judgment of the staff of the Host OPO and recipient institution, an 
extreme medical emergency warrants the transplantation of an organ, the donor of which has received 
HPDG. The transplant surgeon is obligated to obtain informed consent from the recipient or next of kin 
in such cases. The use of recombinant HPDGH carries no additional risk of transmissible disease. 

 
4.6 Screening Potential Organ Donors for HTLV-1 Antibody Transmission of Diseases or Medical 
Conditions, including Malignancies.  All potential donors are to be tested by a screening test licensed 
by the FDA for Human T Lymphocyte  Virus Type I (HTLV-I) Antibody (Ab) screened for 
transmissible diseases or medical conditions, including malignancies, through the collection of 
medical/social history information. If the potential donor's pre-transfusion test for the HTLV-I 
antibody is negative and blood for subsequent transfusions has been tested and found to be negative for 
HTLV-I Ab, retesting the potential donor for HTLV-I Ab is not necessary. If no pre-transfusion 
sample of the donor's blood is available, the Host OPO must provide to each recipient transplant 
program the screening test results and a complete history of all transfusions received by the donor 
during the ten (10) day period immediately prior to removal of the organ. Organs from donors with a 
positive screening test are not suitable for transplantation unless subsequent confirmation testing 
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indicates that the original tests' results were falsely positive for HTLV-I-Ab. If additional tests related 
to HTLV-I Ab are performed, the results of all tests must be communicated immediately to the UNOS 
Organ Center and all recipient institutions. Exceptions for cases in which the testing cannot be 
completed prior to transplant are provided in paragraph 4.6.3 below. Medical conditions that should be 
screened for by history include the presence of malignancies, treated and untreated, or any other 
known condition that may be transmitted by the donor organ that may reasonably impact the candidate 
or recipient.  In addition, donors shall be tested for recognized transmissible diseases, as defined in 
policy 2.2.7.1, using screening tests licensed by the FDA for testing these specific diseases.  If 
additional testing is performed, the results of these tests must be communicated immediately to all 
recipient institutions.  The OPO is responsible for timely follow-up of donor screening tests.  
Documentation of any suspected or confirmed transmissible disease or medical condition identified 
prior to or following procurement must be communicated by the Host OPO to all potential recipient 
centers and the OPTN according to Policy 4.7.  

 
4.6.1 Donor History. The Host OPO will obtain a history on each potential donor in an attempt to 
determine whether the potential donor is in a "high risk" group, as defined by the Centers for 
Disease Control. The Host OPO must communicate the donor history to all recipient institutions.  
 
4.6.2 Organ Sharing. UNOS members shall not knowingly participate in the transplantation or 
sharing of organs from donors who are confirmed positive for HTLV-I-Ab by an FDA licensed 
screening test unless subsequent confirmation testing unequivocally indicates that the original 
test's results were falsely positive for HTLV-I Ab.  Reporting. Known conditions that may be 
transmitted by the donor organ must be communicated to the transplant centers:  These may 
include, but are not limited to, the following: 

 
• Unknown infection of central nervous system (encephalitis, meningitis) 
• Herpes simplex encephalitis or other encephalitis 
• History of JC virus infection (causes progressive multifocal leukoencephalopathy) 
• West Nile virus infection 
• Cryptococcal infection of any site 
• Rabies 
• Creutzfeldt-Jacob disease 
• Other fungal or viral encephalitis  
• Untreated bacterial meningitis  
• Infection with HIV (serologic or molecular) 
• Active viremia:  herpes, acute EBV (mononucleosis) 
• Serologic (with molecular confirmation) evidence of HTLV-I/II  
• Active hepatitis A or B 
• Infection by: Trypanosoma cruzi, Leishmania, Strongyloides, Toxoplasmosis 
• Active Tuberculosis 
• SARS 
• Untreated pneumonia 
• Untreated bacterial or fungal sepsis (e.g. candidemia) 
• Untreated syphilis 
• Multi-system organ failure due to overwhelming sepsis, such as gangrenous bowel 
• Active malignant neoplasms, except primary CNS tumors and skin cancers (basal cell, 

squamous cell) 
• Melanoma, Merkel cell, cutaneous kaposi 
• Hodgkins’ disease and non-Hodgkin’s lymphoma 
• Multiple myeloma 
• Leukemia 
• Aplastic anemia agranulocytosis 
• Miscellaneous carcinomas 
• Any new conditions identified by the CDC as being a potentially communicable disease 
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4.6.3 Exceptions. Exceptions to the guidelines set forth above may be made in cases involving 
non-renal organs, when, in the medical judgment of the staff of the Host OPO and recipient 
institution, an extreme medical emergency warrants the transplantation of an organ, the donor of 
which has not been tested for HTLV-I-Ab. The transplant surgeon is obligated to obtain informed 
consent from the recipient or next of kin in such cases. Organs from donors with a positive 
screening test or confirmed medical conditions that may be transmittable, with the exception of 
HIV, may be transplanted at the discretion of the transplanting program with the informed consent 
of the recipient. 

 
4.6.4 Donor Consent Forms. OPTN member institutions are encouraged to include in each donor 
consent form a notice that all potential donors will be screened for medical acceptability for organ 
donation and that results of such tests may be the basis for not using the organ in transplantation.  

 
4.7 Post Transplant HIV Reporting. When a transplant program director is informed that an organ 
recipient at that program is confirmed positive by Western Blot for HIV, or has died from HIV-related 
causes, the director program shall notify as soon as practicable, the medical director or executive 
director of the procuring OPO and the UNOS Organ Center director by telecopying and mailing a 
completed UNOS Transplant HIV/Hepatitis B Form. The medical director or executive director of the 
procuring OPO shall be responsible for:  
 

i. notification of the positive HIV test results as soon as practicable to any tissue bank and the 
director of any other transplant program that received tissue or an organ from the donor who is the 
subject of the investigation;  
ii. management of the investigation to determine whether the organ donor was infected with HIV; 
and  
iii. submission of a final written report to UNOS within 45 days which specifies the organizations 
and individuals who were notified, when the notifications occurred, and results of the investigation 
including final HIV serology status of the organ recipients who are the subjects of the 
investigation.  

 
Upon receipt of a completed UNOS Transplant HIV/Hepatitis B Form that reports a confirmed positive 
Western Blot HIV test result, UNOS shall assist the procuring OPO in identifying all organ transplant 
programs and recipients who received an organ from the donor who is the subject of the investigation. 
UNOS will monitor the notification process to verify that the procuring OPO and all recipient organ 
transplant programs have been notified of the positive HIV test results and will request that any 
additional HIV test results be submitted to the procuring OPO with a copy to UNOS. UNOS will 
forward a copy of the OPO's final report to the recipient transplant centers and the Division of Organ 
Transplantation of the Health Resources and Services Administration. Note: The identities of the donor 
and any organ recipient who are the subjects of the investigation shall remain confidential and under 
no circumstances should a transplant program or OPO disclose this information in a manner that is 
contrary to applicable law. 

 
4.7 Post-Transplant Reporting of Potential Transmission of Disease or Medical Conditions, including 
Malignancies.  When a transplant program is informed that an organ recipient at that program is 
confirmed positive for or has died from a transmissible disease or medical condition for which there is 
substantial concern that it could be from donor origin, the transplant program must notify by phone and 
provide available documentation, as soon as possible and not to exceed one complete working day, to 
the procuring OPO.  The overall intent is to transfer the knowledge/concern from one transplant center 
to all other transplant centers who have accepted organs from the same donor as quickly as possible. 
The transplant center originating the concern of transmissibility should not wait for all medical 
documentation that will eventually be available, but communicate that center’s concerns through the 
OPO and OPTN to all other centers involved with that same donor as soon as possible so the other 
centers could use their medical judgment as to which, if any, investigations or actions need to be 
performed on their patients. 
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The procuring OPO shall be responsible for: 
i. communication of the test results and diagnosis as soon as practicable to any transplant center and 

tissue bank that received an organ or tissue from the donor who is the subject of the investigation;  
ii. management of the investigation to determine whether the organ donor was diagnosed with a 

potentially transmissible disease or condition;  
iii. notification of the event to the OPTN as soon as possible; and 
iv. submission of a final written report to the OPTN within 45 days, which specifies the organizations 

and individuals who were notified, when the notifications occurred, and results of the investigation 
including test results of the organ recipients who are the subjects of the investigation.  

 
The OPTN shall assist the procuring OPO in identifying all organ transplant programs and recipients 
who received an organ from the donor who is the subject of the investigation.  The OPTN will monitor 
the notification process to verify that the procuring OPO and all recipient organ transplant programs 
have been notified of the disease or medical condition and will request that any additional diagnostic 
test results be submitted to the procuring OPO with a copy to the OPTN. UNOS will forward a copy of 
the OPO's final report to the recipient transplant centers and the Division of Organ Transplantation of 
the Health Resources and Services Administration. Note: The identities of the donor and any organ 
recipient who are the subjects of the investigation shall remain confidential and all correspondence will 
refer to the donor and recipients by their donor identification number and recipient social security 
numbers. Under no circumstances should a transplant program or OPO disclose this information in a 
manner that is contrary to applicable law. 

 
3. Roles and Responsibilities of the Coordinating OPO.   The objective of the ABO Joint Subcommittee 

in requesting that the OPO Committee consider the necessity of defining the role and responsibility of 
the “coordinating OPO” was to ensure that the patient receiving the organ was on a match run list.  It is 
the Committees understanding that the purpose of any further proposed policy modifications would be 
to prevent situations where the organ is transplanted into a second patient within a transplant center 
(when the organ cannot be transplanted into the originally designated patient) without first confirming 
the second patient is on the match run and, therefore, ensuring the donor and recipient blood types 
match.  

 
Some of the concerns brought up by the members included:  diversity in the process between OPOs 
regarding who serves as the clearinghouse for organ imports and offers, and this process also varies 
between OPOs with regard to the organ being offered; the cost and staffing could increase significantly 
for some OPOs that do not currently take organ offers; and although some members felt adding the 
additional layer of the OPO was unnecessary from a risk management position when the organ could 
be offered directly with the transplant center, others felt that the OPO needed to remain involved to 
maintain public trust in the system. 

 
There are logistical complexities inherent when sharing organs outside the Host OPO donor service 
area while attempting to ensure the organ is allocated fairly by the match run or that it is not wasted 
due to extensive cold ischemic time, such as whether to use the Host or Receiving OPO match run list 
as the back-up list and determining who would be responsible for running the receiving OPO match 
run. 
 
Although the Committee agreed these issues were important, it was determined that resolving this 
dilemma could not be accomplished in this policy.  Ultimately, the Committee agreed that the current 
language in Policy 3.2.3 (Match System Access) addresses the concern outlined by the ABO Joint 
Subcommittee which states that the Host OPO is responsible for allocation of the organ unless it is 
delegated to the local OPO, and that the organ shall be allocated only to a patient who appears on a 
match run. 

 
4. Protocols for When the Match Run List is Exhausted.  The Committee agreed that this issue is 

currently addressed in Policy 3.2.3 (Match System Access).  The intent of the ABO Joint 
Subcommittee was to guarantee that organ allocation was made from a match run list and that current 
policy provides a mechanism for updating patient information, such as height or weight parameters, to 
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ensure patients are on the match run list and organs are not wasted.  Policy 3.2.3 states that [in the 
event that an organ has not been placed after the organ has been offered for all potential recipients on 
the initial match run, the Host OPO may give transplant programs the opportunity to update their 
transplant candidates’ data, and the Host OPO may re-run the match system. In any event, the organ 
shall be allocated only to a patient who appears on a match run]. 

 
5. Reporting of Individual Data for all Eligible Deaths.  The SRTR requested the collection of individual 

data by OPOs for all eligible deaths (Exhibit D).  Currently, eligible deaths are collected each month 
by OPOs and sent to UNOS as an aggregate number for each hospital in its designated service area 
(DSA).  Per the SRTR, the objective is to develop a measure of the organ donation process that is 
easily quantifiable and reproducible; is based on nationwide data; accounts for patient characteristics, 
as well as DSA and hospital factors; and facilitates improved understanding of differences in organ 
donation potential. 

 
The SRTR provides monthly statistics by OPO including donation rates, which is the donation rate per 
eligible death.  From the eligible deaths, crude donation rates are calculated as well as adjusted rates, 
which take into consideration, for example, what would be expected given the characteristics of the 
hospital.  Collection of individual information on each eligible death would allow for further 
calculation of the notifiable death rate.  Although more than half of the individual information on 
eligible deaths for this study is on the Deceased Donor Registration form for those patients who did 
consent and became donors, additional data collection is being requested for the nonconsented deaths 
who are eligible, which is estimated at 107 forms per DSA per year. 

 
Proposed data elements include: 
• Provider Information:  OPO center code/name; deceased hospital name/provider number; data and 

time of brain death; data and time of call/OPO notification; interval between declaration of 
eligibility and OPO notification; eligible death identified only in retrospective review (Y/N) 

• Patient Information:  OPTN ID; name, age, gender; city, state, zip code, race/ethnicity, citizenship, 
cause of death, mechanism of death, circumstances of death, procurement and consent, medical 
examiner, clinical information 

 
With regard to collection of the interval between declaration of eligibility and OPO notification, it was 
noted that established triggers for hospitals may vary among OPOs with regard to declaration of 
eligibility and that some OPOs do not collect information about this type of notification.  Therefore, it 
was agreed that for consistency, the point of eligibility would be the date and time of brain death 
pronouncement. 
 
After a brief discussion, the Committee voted 14 for, 0 against, 0 abstentions to support the following 
resolution for consideration by the Board of Directors. 

 
** RESOLVED, that a pilot project involving a representative number of OPOs be created 
for the purpose of defining a more acceptable measure of OPO performance and for 
identifying types of potential donors with high conversion rates through the acquisition of 
the identified individual data elements on eligible deaths.  Implementation of the project 
shall be executed pending development and programming in the UNOS System and subject 
to the availability of Personnel and financial resources. 

 
6. Discussion of DCD Donors Regarding Maximizing Organ Recovery.  With increasing recognition and 

support of organ recovery from DCD donors seen as a best practice within the transplant community, 
as well as by members of the Secretary of the Department of Health and Human Service’s Advisory 
Committee on Organ Transplantation and participants in the Organ Donation Breakthrough 
Collaborative Initiative, the Committee agreed that a joint subcommittee on DCD be formed to include 
representatives from the OPO and organ specific committees to discuss the various issues that impede 
implementing DCD policies and organ recovery.  Some of the concerns expressed related to the lack of 
experience by transplant programs that do not recover organs from DCD donors and the potential 
effects on OPOs from pursuing these donors.  It was also stated that certain programs appear hesitant 
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to accept these organs for their patients, and current allocation policies do not allow sufficient 
flexibility in matching DCD donors with the most appropriate recipients to maximize the recovery and 
utilization of these organs.  In addition to forming the Joint Subcommittee on DCD, the Committee 
will survey OPO Executive Directors regarding how their respective OPOs are approaching DCD and 
work with the SRTR to obtain data analysis regarding best outcomes for ECD and DCD donors. 

 
7. New Policy 3.4.7 (Allocation of Organs During Regional/National Emergency Situations), .3.4.7.1 

(Regional/National Transportation Disruption), 3.4.7.2 (Regional/National Communications 
Disruption), and 3.4.7.3 (OPTN Operational Disruption).  The Health Resources Services 
Administration (HRSA) requested the OPTN develop policies for maintaining the organ matching and 
allocation process during times of regional or national emergencies that compromise 
telecommunication, transportation, or the function of or access to the OPTN wait list or matching 
system.  OPTN staff drafted the policies for consideration by the OPO Committee, which felt the 
policy was necessary and the process clearly stated.  The policy was approved by the Board and 
became effective December 22, 2003, concurrent with Public Comment.  The proposal was distributed 
for Public Comment on March 15, 2004. 

 
Public Comment Response 
As of May 20, 2004, 83 responses have been submitted to UNOS regarding this proposal.  Of these, 49 
(59.04%) supported the proposal, 0 (0%) opposed the proposal, and 34 (40.96%) had no opinion.  The 
Committee addressed the written comments received and considered the comments made during 
Regional and Committee meetings (Exhibit E). 
 
Proposed Modifications Based on Public Comment 
There was one comment made regarding this proposal related to a grammatical error, which was 
corrected. 
 
Policy Proposal 
The Committee, therefore, offers the following resolution for consideration by the Board of Directors. 

 
**RESOLVED, that Policy 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), and 3.4.7.3 (OPTN Operational 
Disruption) shall be approved as set forth below effective June 25, 2004. 
 

Committee vote: 14 for, 0 against, 0 abstentions. 
 

3.4.7  Allocation of Organs During Regional/National Emergency Situations. In the event of a 
regional or national emergency situation that compromises telecommunications, transportation, or the 
function of / access to the OPTN waiting list and organ matching system, a notice and instructions will 
be distributed, if possible, to all OPTN transplant centers and organ procurement organizations 
advising them of the impact of the situation on the OPTN system and how members should proceed 
with organ allocation, distribution and transplantation.  OPTN members should reference Policies 
3.4.7.1; 3.4.7.2; and  3.4.7.3 in cases of regional/national emergency. 
 

3.4.7.1 Regional/National Transportation Disruption. In these situations, the OPTN and members 
are able to communicate and the waitlist and matching systems are accessible, but 
transportation of organs is either not possible or severely impaired.  Members are 
required to contact the OPTN to determine proper operating procedures. 

 
3.4.7.2 Regional/National Communications Disruption. In these situations, the OPTN and 

members are unable to communicate through one or more of the available 
communications methods (internet and phones) and the waitlist and matching system are 
operational.  
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Internet Outage. Members are required to contact the OPTN and determine the proper 
operating procedures. 

 
Telecommunications (Land and Mobile Phone) Outage. Internet contact with the OPTN 
should be made via e-mail to determine operation procedures and to obtain assistance.  
Members will continue to use the waitlist and matching system for organ allocation and 
distribution.  Organ procurement organizations must document any variations in 
allocation or distribution due to telecommunications problems for submission to the 
OPTN Policy Compliance. 

 
Combined Outage. In these situations, the OPTN and members are unable to 
communicate through any communications method and the waitlist and matching system 
are not accessible.  The organ procurement organizations should reference recent 
matched of similar ABO and body size for ranking local transplant candidates.  If a 
similar match is available, the local organ procurement organization should use local 
transplant program waiting lists to best match the donor organ with waiting transplant 
candidates.  Organ procurement organizations must document their process for allocation 
for submission to the OPTN Policy Compliance. 

 
3.4.7.3 OPTN Operational Disruption. In these situations, the OPTN and members are unable to 

communicate through any communications method and the waitlist and matching system 
are not operational.  The organ procurement organizations should reference recent 
matcheds of similar ABO and body size for ranking local transplant candidates.  If a 
similar match is available, the local organ procurement organization should use local 
transplant program waiting lists to best match the donor organ with waiting transplant 
candidates.  Organ procurement organizations must document their process for allocation 
for submission to the OPTN Policy Compliance. 

 
 
Other Issues 
 
8. Public Comment Document. 
 

Proposed Modifications to Policies 3.5.5.1 (Kidney/Non-renal Organ Sharing) and 3.5.5.2 
(Deferment of Voluntary Arrangements)  The Committee supports the modifications in the 
proposal.  Committee vote:  13 for, 0 against, 0 abstentions.  It was stated that for many OPOs, this 
policy change will reduce the number of kidneys being shipped and the amount of cold ischemic time.  
One Committee member also expressed concern that it was their understanding that the purpose of the 
modification was to promote a policy that allowed for placement of more organs, specifically a policy 
that supported the OPO’s ability to make more kidney/pancreas offers versus pancreas only offers and 
that the modifications did not appear to support that purpose. 
 
Proposed Modifications to Policy 6.4 (Exportation and Importation of Organs – Development 
Status)  The Committee supports the modifications in the proposal.  Committee vote:  14 for, 0 
against, 0 abstentions. 
 
Proposed Modifications to Policy 3.1.4 (Patient Waiting List)  The Committee supports the 
modifications in the proposal.  Committee vote:  13 for, 0 against, 0 abstentions 
 
Proposed Modifications to Policy 3.2.3 (Match System Access)  The Committee supports the 
modifications in the proposal.  Committee vote:  13 for, 0 against, 0 abstentions 
 
The Committee did not take a position on the remaining proposals in the Public Comment Document. 

 
9. Living Non-directed Organ Donation.  The Committee was asked to review and respond to a White 

Paper by the Ethics Committee on living non-directed donation (Exhibit F).  Overall, the Committee 
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supported the concept of the document, but discussed several issues.  First, the observation is that non-
related donation is illegal in most European countries, which may to some extent be due to the risk, 
however small, of death or need of transplantation for someone who has no relationship with the 
recipient.  Second, the document implies that a living non-directed kidney donation should be allocated 
in the same manner as a deceased donor kidney, which would mean the transplant center that invests 
the time and cost in recruitment, psychological work-up of the donor, and tissue typing may not be 
allocated the organ for a patient in that center.  If this is correct, then the Committee would not support 
this allocation method.  If the intent of the paragraph is to ensure that a patient within the transplant 
center appears on the match run, then the text should be revised to accurately convey the message.  

 
 
 

OPO COMMITTEE MEETING 
March 31, 2004 

 
 
Committee Members Attending 
John M. Holman, Jr, MD, PhD Chair 
Joseph S. Roth Vice Chair, Region 2 Representative 
Paul E. Morrissey, MD Region 1 Representative 
Joe Guillory, RN Region 3 Representative 
Tammie S. Peterson, RN, BSN Region 4 Representative 
Phyllis G. Weber, RN, CPTC Region 5 Representative 
Monica Johnson Tomanka Region 6 Representative 
Judy Suchman Region 7 Representative 
Sidney Anthone, MD Region 9 Representative 
Ladora A. Dils, RN, CPTC Region 10 Representative 
Richard Neal Garrison, MD Region 11 Representative 
Joseph F. Nespral, CPTC At-large Member 
Kevin A. Myer, MSHA, CPTC At-large Member 
Mary Ann C. Lunde At-large Member 
Ginny A. McBride, RN, MPH, CPTC ex-officio – HRSA 
 
UNOS Staff 
Debbie Seem, RN, CPTC Committee Liaison 
John Rosendale, MS Committee Biostatistician 
Chris Williams UNOS Staff 
 
SRTR Staff 
Robert Wolfe, PhD URREA 
Josh McGowan, MS URREA 
 
Unable to Attend 
Patricia D. Brewster, MS Region 8 Representative 
Edward Y. Zavala, MBA At-large Member 
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