OPTN/UNOS

THORACIC ORGAN TRANSPLANTATION COMMITTEE

SUMMARY

June 24-25, 2005

Organ Availability Issues

Action Items for Board Consideration

· The Board is asked to approve modifications to OPTN/UNOS Policy 3.7.6 (Status of Patients Awaiting Lung Transplantation), Policy 3.7.9 (Time Waiting for Thoracic Organ Candidates), Policy 3.7.9.2 (Waiting Time Accrual for Lung Candidates with Idiopathic Pulmonary Fibrosis (IPF)), and Policy 3.7.11 (Allocation of Lungs). (Item 1, Page 1)
· The Board is asked to approve a thoracic organ alternative distribution system request from LifeCenter NorthWest (WALC).   (Item 5, Page 13)

· The Board is asked to approve a thoracic organ alternative distribution system request from Organ Donor Center of Hawaii (HIOP).  (Item 6, Page 13)

Other Significant Items

· None

Patient Access Issues:

Action Items for Board Consideration

· The Board is asked to approve eight requests for thoracic organ waiting time modification. (Item 11, Page 20)

Other Significant Items

· None

Other Issues

Action Items for Board Consideration

· The Board is asked to approve resolutions to contact OPO’s with heart recovery and use data as part of a project to study data and recommend ways to improve heart recovery and use rates.  (Item 7, Page 14)

· The Board is asked to approve resolutions to contact OPO’s with lung recovery and use data as part of a project to study data and recommend ways to improve lung recovery and use rates.  (Item 8, Page 16)

· The Board is asked to approve a resolution for the Thoracic Committee to meet with Executive Committee to discuss the passage of a lung sharing agreement in Region 6 at the November 21-22, 2003, Board of Directors meeting.  (Item 10, Page 18)

Other Significant Items

· The Committee continued work on drafting statements of thoracic organ allocation policy goals and performance indicators as found in the Final Rule.  (Item 2, Page 12)

· The Committee reviewed a presentation by the Data Working Group on a pilot project to study additional transplant endpoints.  (Item 9, Page 18)

· The Heart Subcommittee requested data to assist it in reviewing allocation policies at they apply to patients implanted with VAD’s.  (Item 3, Page 12)

· The Committee considered a request to expand the information required to be entered with Heart Status 1A listings.  (Item 14, Page 13)

· The Committee responded to a request from the OPO Committee to offer recommendations on proposals by that committee.  (Item 12, Page 21)

· The Committee reviewed a UK model of predicting individual survival in kidney patients.  (Item 13, Page 21)
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The following report presents the OPTN/UNOS Thoracic Organ Transplantation Committee’s deliberations and recommendations on matters considered by the Committee during its January 23, 2004, and May 14, 2004, meetings.
1. Review and Approval of Amendments to OPTN/UNOS Policy 3.7.6 (Status of Patients Awaiting Lung Transplantation), Policy 3.7.9 (Time Waiting for Thoracic Organ Candidates), Policy 3.7.9.2 (Waiting Time Accrual for Lung Candidates with Idiopathic Pulmonary Fibrosis (IPF)), and Policy 3.7.11 (Allocation of Lungs)

Since the November 21, 2003, meeting of the OPTN/UNOS Board of Directors, the Thoracic Committee, based on the work of the Lung Subcommittee, has extensively reviewed and discussed the proposed modifications to the existing lung allocation system.  A full account of the history of development of the lung allocation system can be found in the attached Briefing Paper (Exhibit A).

Following the presentation of the revised lung allocation system at the November 21, 2003, Board of Directors meeting, the Joint Pediatric/Lung Subcommittee met on December 3, 2003, to discuss the implications of the revised lung model for pediatric and adolescent lung candidates.  At this meeting, the members agreed to request further statistical modeling to determine whether survival advantages exist for candidates under 18 who are transplanted with lungs from donors under 18 yeas old rather than lungs from adult donors. 

The Lung Subcommittee met in person on January 23, 2004, to finalize revisions to the lung allocation system proposal.  At this meeting, the Subcommittee voted to submit revised policy changes to the lung allocation system that was presented to the Board of Directors in November 2003, for public comment.  The Thoracic Committee concurred with the Lung Subcommittee’s revisions.  The allocation proposal was released for public comment on March 25, 2004, and offered the following features:

· Waitlist Urgency vs. Transplant Benefit.  The proposed system will assign priority for donor lungs based on each candidate’s risk of death if they do not receive a transplant and on each candidate’s transplant benefit. A candidate's transplant benefit will be measured as the difference between the expected days lived during the first year following a transplant and the expected days lived during an additional year on the waitlist. 

· Clinical diagnostic values.  The allocation scores will be computed using a variety of clinical variables that are found among transplant candidates.  The factors used in the allocation system are based on clinically important and objective measures of disease severity and physiologic reserve.  Factors common among transplant candidates are included along with factors that distinguish differences among broad categories of illness.  

· Lung Allocation Score.  Each candidate will receive a Lung Allocation Score on a 0-100 point scale.  Patients will be prioritized for lung offers based on the Lung Allocation Score they receive in descending order.  
· Pediatric transplant candidates.  Pediatric candidates under age 12 will continue to receive lung offers based on their waiting time; they also will receive first priority for lungs from donors under age 12 and will have improved access to lungs from adolescent donors.

· Adolescent transplant candidates.  In an effort to address issues of growth and development delays and post-transplant survival outcome for older pediatric patients, adolescent  (12-17 years) candidates will be assigned first priority for adolescent donor lung offers.

· Survival data.  Survival data, around which the algorithm is based, should use a 3-year cohort of patients, and that this survival cohort should be updated each year to reflect changes in survival rates among transplant candidates and recipients.

· Updating candidate variables.  Transplant centers may update their candidates’ diagnostic information at any time to reflect the most current severity of their illnesses.  Transplant centers, however, would be required to update their variables at a regular interval established by the Committee to preserve the accuracy of the system. 
· Implementation. Transplant centers will be notified of policy modifications and will receive six months’ notice prior to the implementation of the system to enter their candidates’ diagnostic variables onto the system.  Patients currently registered on the UNOS waitlist at the time of implementation with no data or incomplete data will receive a Lung Allocation Score of zero, giving them the lowest priority until their data is entered.  Patients with 0 scores will receive priority among each other based on ABO and accrued wait time. 

· Candidates with incomplete data. Candidates added to the waitlist after implementation of the system with no diagnostic data will receive a Lung Allocation Score of zero.  Patients with incomplete data will receive a default value for each incomplete data field.  The default value will be calculated to result in the lowest contribution to the Lung  Allocation Score for that variable. 

· Candidate data unobtainable.  Where a required test to gather diagnostic data cannot be safely performed on a candidate, the transplant center may enter an override value for that variable field.  Override values will be reviewed by the Thoracic Committee to determine appropriateness.  

· Review and revision. The Thoracic Committee will continually revise and improve the lung allocation system through periodic data analysis of updated patient populations.   Factors determined to be important predictors of waitlist mortality and post-transplant survival are listed  in Tables 1 and 2 of the proposed policy.  It is expected that these factors will change over time as new data are available and added to the models.  The Committee will review these data in regular intervals of approximately six months and will update the factors used to predict the risk of death on the lung waiting list and the factors used to predict survival after a lung transplant.  Modifications to these factors will be reported to the OPTN/UNOS Board of Directors on a retrospective basis.   

On May 14, 2004, the Lung Subcommittee and Thoracic Committee reviewed the public comment responses.  As of May 9, 2004, 199 responses were submitted to UNOS regarding this policy proposal. Of these, 147 (73.87%) supported the proposal, 42 (21.11%) opposed the proposal, and 10 (5.03%) had no opinion. Of the 189 who responded with an opinion, 147 (77.78%) supported the proposal and 42 (22.22%) opposed the proposal  (Exhibit B).  The proposal was reviewed by the Regions and received overall support in 9 of 11 Regions.  (Exhibit C). 

Revisions and the Final Proposal.  At the May 14, 2004, meeting the Lung Subcommittee and Thoracic Committee discussed final revisions to be made to the lung system proposal based on responses to public comment.   

· Recertification Schedule. The Committee first considered the recertification schedule under which transplant centers would be required to update candidates’ clinical variables.  The Committee noted that although it specifically asked for public comment on this issue, it received very little response.  In its initial discussion of this issue, the Lung Subcommittee had considered a six-month recertification schedule for data that may be acquired through non-invasive tests.  This suggestion was brought to the attention of the full Thoracic Committee, which noted that the heart catheterizations carried a level of risk to the candidate.  The Committee then unanimously agreed that the lung proposal should be revised to require six-month certification of all data variables except those that must be obtained by a heart catheterization (PA systolic, PCW pressure).   Recertification of those variables would be left to the discretion of the transplant center. 

· Prospective Data Collection.  Reviewing and revision of the lung allocation system to evaluate the effectiveness of the system and reflect changes in patient survival trends are major components of the proposal.  The Committee has maintained that the optimal way to do this is through the collection of patient data.   The Committee sanctioned the collection of retrospective data from a selected cohort of patients listed at transplant centers around the country.    This retrospective data collection project was completed in March 2004, and, and the data is currently being analyzed by SRTR.   Following extensive discussion at the May 14, 2004, meeting, the Committee agreed that it would wait for the results of this data analysis before making a decision as to what data variables would be required to be collected from patients in the future. At this time, the Committee agreed that UNet would collect data from patients that is necessary for the operation of the lung allocation system.  If review of the data reveals that additional data may be helpful to the operation of the system, then the Committee would propose the ongoing collection of those particular data variables on the UNet system.

· Exceptional Case Review.   Lung Subcommittee and the Thoracic Committee agreed that a review process may be necessary to review unique situations where patients are not served by the system as intended.  The group agreed that the establishment of a Lung Regional Review Board would be a way to give patients and clinicians an avenue to pursue when they believe that a patient may fall outside the goals of the system.  The Subcommittee agreed to incorporate general provisions into the proposed policy changes to establish a Lung RRB to review exceptional cases.  Members agreed to create the review mechanism, but to organize the RRB and set case review time limits and guidelines in future meetings prior to implementation of the system.  The specific policy provisions for the Lung RRB will be submitted for approval by the Board of Directors. 

· Future Actions by the Thoracic Committee.  The Lung Subcommittee also recommended to the Thoracic Committee that it host a national forum, after the lung allocation system has been in operation for a period of time, to collect responses and feedback from transplant centers concerning the effectiveness of the system.   

 Following the discussion, the Thoracic Committee voted unanimously to recommend the following resolution for consideration by the Board:

**RESOLVED, that the proposed policy modifications having been circulated for public comment, and reconsidered by the OPTN/UNOS Thoracic Organ Transplantation Committee, the amended language proposed below as Policy 3.7.6 (Status of Patients Awaiting Lung Transplantation), Policy 3.7.9 (Time Waiting for Thoracic Organ Candidates), Policy 3.7.9.2 (Waiting Time Accrual for Lung Candidates with Idiopathic Pulmonary Fibrosis (IPF)), and Policy 3.7.11 (Allocation of Lungs) is hereby approved and shall be implemented upon completion of programming in the UNOS  system.

3.7.6 Status of Patients Awaiting Lung Allocation.Transplantation All patients awaiting isolated lung transplantation are considered to be the same urgency status for the purposes of thoracic organ allocation. Candidates are assigned priority in lung allocation as follows:

3.7.6.1 Candidates Age 12 and Older.  Candidates age 12 and older are assigned priority for lung offers based upon Lung Allocation Score, which is calculated using the following measures:  (i) waitlist urgency measure (expected number of days lived without a transplant during an additional year on the waitlist), (ii) post-transplant survival measure (expected number of days lived during the first year post-transplant), and (iii) transplant benefit measure (post-transplant survival measure minus waitlist urgency measure).  Waitlist urgency measure and post-transplant survival measure (used in the calculation of transplant benefit measure) are developed using Cox proportional hazards models.  Factors determined to be important predictors of waitlist mortality and post-transplant survival are listed below in Tables 1 and 2.  It is expected that these factors will change over time as new data are available and added to the models.  The OPTN/UNOS Thoracic Organ Transplantation Committee will review these data in regular intervals of approximately six months and will update Tables 1 and 2 accordingly.  Modifications to the tables will be reported to the OPTN/UNOS Board of Directors on a retrospective basis.    

Table 1

	Factors Used to Predict

Risk of Death on the Lung Transplant Waitlist

1. Forced vital capacity (FVC)

2. Pulmonary artery (PA) systolic (Group A, C, D
)

3. O2 required at rest (A, C, D)

4. Age

5. Body mass index (BMI)

6. Insulin dependent diabetes

7. Functional status (New York Heart Association (NYHA) class)

8. Six-minute walk distance

9. Ventilator use

10. Diagnosis 


Table 2

	Factors That Predict

Survival After Lung Transplant

1. FVC (Group B, D9)

2. PCW pressure ( 20 (Group D9)

3. Ventilator use

4. Age

5. Creatinine

6. Functional Status (NYHA class)

7. Diagnosis


The calculations define the difference between transplant benefit and waitlist urgency:  Raw Allocation Score = Transplant Benefit Measure – Waitlist Urgency Measure.    

Raw allocation scores range from (730 days up to +365 days, and are normalized to a continuous scale from 0 – 100 to determine Lung Allocation Scores.  The higher the score, the higher the priority for receiving lung offers.  Lung Allocation Scores are calculated to sufficient decimal places to avoid assigning the same score to multiple patients.  

As an example, assume that a donor lung is available, and both Patient X and Patient Y are on the waiting list.  Taking into account all diagnostic and prognostic factors, Patient X is expected to live 101.1 days during the following year without transplant.  Also using available predictive factors, Patient X is expected to live 286.3 days during the following year if transplanted today.  On the other hand, Patient Y is expected to live 69.2 days during the following year on the waitlist and 262.9 days post-transplant during the following year if transplanted today.  Computationally, the proposed system would prioritize patients based on the difference between each patient’s transplant benefit measure and the waitlist urgency as measured by the expected days of life lived during the next year.

	
	Patient X
	Patient Y

	a. Post-transplant survival (days)
	286.3
	262.9

	b. Waitlist survival (days)
	101.1
	69.2

	c. Transplant benefit (a-b)
	185.2
	193.7

	d. Raw allocation score (c-b)
	84.1
	124.5

	e. Lung Allocation Score
	74.3
	78.0


In the example here, Patient X’s raw allocation score would be 84.1 and Patient Y’s raw allocation score would be 124.5.

Similar to the mathematical conversion of temperature from Fahrenheit to Centigrade, once the raw score is computed, it will be normalized to a continuous scale from 0-100 for easier interpretation by patients and caregivers (see formula above).  A higher score on this scale indicates a higher priority for a lung offer.  Conversely, a lower score on this scale indicates a lower priority for organ offers.  Therefore, in the example above, Patient X’s raw allocation score of 84.1 normalizes to a Lung Allocation Score of 74.3.  Patient Y’s raw score of 124.5 normalizes to a Lung Allocation Score of 78.0.  As in the example of raw allocation scores, Patient Y has a higher Lung Allocation Score and will therefore receive a higher priority for a lung offer than Patient X. 

3.7.6.2 Candidates Age 0 - 11.  Candidates 0 – 11 years old are assigned priority for lung offers based upon waiting time. 

3.7.6.3 Candidate Variables in UNetsm.  Entry into UNetsm of candidate clinical data responding to the variables shown in Tables 1 and 2 above, as they may be amended from time to time, is required when listing a candidate for lung transplantation.  Candidates with no clinical data upon listing are assigned a Lung Allocation Score of zero, the score with the lowest priority.  Candidates with incomplete clinical data upon listing are assigned a default value for each incomplete variable field.  The value that results in the lowest contribution to the Lung Allocation Score for that variable field will be selected for the candidate.  Programs are permitted to override the system and enter a value deemed medically reasonable in the event a test needed to obtain an actual value for a variable cannot be performed due to the medical condition of a specific candidate.  Use of the override feature results in an automatic review by the Thoracic Organ Transplantation Committee to determine whether the override values selected are appropriate and whether further action is warranted.  


3.7.6.3.1
Candidate Variables in UNetsm upon Implementation of Lung Allocation Scores Described in Policy 3.7.6.  Candidates registered on the lung Waiting List at the time of implementation of the Lung Allocation Score described in Policy 3.7.6 with no or incomplete clinical data will receive a Lung Allocation Score of zero, the score with the lowest priority.           

3.7.6.3.2 Updating Candidate Variables.  Programs may update their candidates’ clinical data at any time they believe a change in patient medical condition warrants such modification.  Programs must update every candidate variable, except those candidate variables that are obtainable only by heart catheterization, for each candidate at least once every six months beginning on the date of initial listing on the lung waitlist.  The frequency of updating those candidate variables that are obtainable only by heart catheterization will be left to the discretion of the transplant center. 
3.7.6.4  Lung Candidates With Exceptional Cases.  Special cases require review by the Lung Regional Review Board.  The transplant center will accompany each request for special case review with a supporting narrative.  The Thoracic Committee shall establish guidelines for special case review by the Lung RRB’s.  
3.7.7 Allocation of Thoracic Organs to Heart-Lung Candidates (No changes)
3.7.8 ABO Typing for Heart Allocation (No changes)
3.7.8.1
Heart Allocation to Pediatric Candidates Registered Under Blood Type “Z.”  (No changes)

3.7.8.2
ABO Typing for Lung Allocation. Patients who have the identical blood type as the donor and are awaiting an isolated lung transplant will be allocated thoracic organs before patients who have a compatible (but not identical) blood type with that of the donor and are awaiting an isolated lung transplant.

3.7.9 Time Waiting for Thoracic Organ Candidates Calculation of the time a patient has been waiting for a thoracic organ transplant begins with the date and time the patient is first registered as active on the UNOS Patient Waiting List.  Waiting time will not be accrued by patients awaiting a thoracic organ transplant while they are registered on the UNOS Patient Waiting List as inactive.  When time waiting is used for thoracic organ allocation, a patient will receive a preference over other patients who have accumulated less waiting time within the same status category.  Where applicable, waiting time accrued by a patient for a single thoracic organ transplant (heart or single lung) while waiting on the UNOS Patient Waiting List also may be accrued for a second thoracic organ, when it is determined that the patient requires a multiple thoracic organ (heart-lung or double lung) transplant.  In addition, where applicable, waiting time accrued by a patient for a multiple thoracic organ transplant while waiting on the UNOS Patient Waiting List may be transferred to the waiting list for a single thoracic organ transplant.


3.7.9.1
Waiting Time Accrual for Heart Candidates.   Patients listed as a Status 1A, 1B, or 2 will accrue waiting time within each heart status; however, waiting time accrued while listed at a lower status will not be counted toward heart allocation if the patient is upgraded to a higher status.  For example, a patient who is listed as a Status 2 for 3 months and then is upgraded to a Status 1A for one week will accrue one week of waiting time as a Status 1A.  If the patient is downgraded to a Status 2 for another 3 weeks, then the patient will have 4 months of total accrued time. If the patient subsequently is upgraded for another week as a Status 1A, then the patient's Status 1A waiting time will be 2 weeks.

3.7.9.2
Waiting Time Accrual for Lung Candidates Age 12 and Older Following Implementation of Lung Allocation Scores Described in Policy 3.7.6 with Idiopathic Pulmonary Fibrosis (IPF). Waiting time accrued by lung candidates age 12 and older at the time of implementation of the Lung Allocation Score described in Policy 3.7.6 will be used to determine priority in lung allocation among candidates with Lung Allocation Scores of zeroA lung transplant candidate diagnosed with IPF shall be assigned 90 days of additional waiting time upon the candidate's registration on the UNOS Patient Waiting List.

3.7.10 Sequence of Heart Allocation (No changes)
3.7.11 Sequence of Adult Donor Lung Allocation of Lungs.  Patients Candidates age 12 and older awaiting a lung transplant whether it is a single lung transplant or a double lung transplant will be grouped together for adult (18 years old and older) donor lung allocation purposes.  If one lung is allocated to a patient candidate needing a single lung transplant, the other lung will be then allocated to another patient candidate waiting for a single lung transplant.

Lungs from adult donors will first be offered to candidates age 12 and older, and then to candidates 0 – 11 years old.  Lungs from adult donors will be allocated locally first, then to patientscandidates in Zone A, then to patientscandidates in Zone B, then to patientscandidates in Zone C, and finally to patientscandidates in Zone D.  In each of those five geographic areas, patientscandidates will be grouped so that patientscandidates who have an ABO blood type that is identical to that of the donor are ranked according to applicable allocation priority; the lungs will be allocated in descending order to patientscandidates in that ABO identical type.  If the lungs are not allocated to patientscandidates in that ABO identical type, they will be allocated in descending order according to applicable allocation priority to the remaining patientscandidates in that geographic area who have a blood type that is compatible (but not identical) with that of the donor.  In summary, the allocation sequence for adult donor lungs is as follows:

i. First locally to ABO identical patientscandidates age 12 and older according to Lung Allocation Score in descending order;

ii. Next, locally to ABO compatible patientscandidates age 12 and older according to Lung Allocation Score in descending order;

iii. Next, locally to ABO identical candidates 0 – 11 years old according to length of waiting time; 

iv. Next, locally to ABO compatible candidates 0 – 11 years old according to length of waiting time; 

v. Next, to ABO identical patientscandidates age 12 and older in Zone A according to Lung Allocation Score in descending order;

vi. Next, to ABO compatible patientscandidates age 12 and older in Zone A according to Lung Allocation Score in descending order;

vii. Next, to ABO identical candidates 0 – 11 years old in Zone A according to length of waiting time; 

viii. Next, to ABO compatible candidates 0 – 11 years old in Zone A according to length of waiting time; 

ix. Next, to ABO identical patientscandidates age 12 and older in Zone B according to Lung Allocation Score in descending order; 

x. Next, to ABO compatible patientscandidates age 12 and older in Zone B according to Lung Allocation Score in descending order;

xi. Next, to ABO identical candidates 0 – 11 years old in Zone B according to length of waiting time; 

xii. Next, to ABO compatible candidates 0 – 11 years old in Zone B according to length of waiting time; 

xiii. Next, to ABO identical patientscandidates age 12 and older in Zone C according to Lung Allocation Score in descending order; 
xiv. Next, to ABO compatible patientscandidates age 12 and older in Zone C according to Lung Allocation Score in descending order;
xv. Next, to ABO identical candidates 0 – 11 years old in Zone C according to length of waiting time; 

xvi. Next, to ABO compatible candidates 0 – 11 years old in Zone C according to length of waiting time; 

xvii. Next, to ABO identical patientscandidates age 12 and older in Zone D according to Lung Allocation Score in descending order; 
xviii. Next, to ABO compatible patientscandidates age 12 and older in Zone D according to Lung Allocation Score in descending order; 

xix. Next, to ABO identical candidates 0 – 11 years old in Zone D according to length of waiting time; and 

xx. Next, to ABO compatible candidates 0 – 11 years old in Zone D according to length of waiting time. 

3.7.11.1 Sequence of Pediatric Donor Lung Allocation. Candidates 0 – 11 years old awaiting a single or double lung transplant will be grouped together for allocation purposes.  If one lung is allocated to a candidate waiting for a single lung transplant, the other lung will be then allocated to another candidate waiting for a single lung transplant.

Candidates 12 – 17 years old awaiting a single or double lung transplant will be grouped together for pediatric (0 – 17 years old) donor lung allocation.  If one lung is allocated to a candidate waiting for a single lung transplant, the other lung will be then allocated to another candidate waiting for a single lung transplant.

Lungs from donors 0 – 11 years old will first be offered to candidates age 0 – 11; then to candidates age 12 – 17; then to candidates 18 years and older.  Lungs will be allocated locally first, then to candidates in Zone A, then to candidates in Zone B, then to candidates in Zone C, and finally, to candidates in Zone D.  In each of those five geographic areas, candidates will be grouped so that candidates who have an ABO blood type that is identical to that of the donor are ranked according to applicable allocation priority; the lungs will be allocated in descending order to candidates in that ABO identical type.  If the lungs are not allocated to candidates in that ABO identical type, they will be allocated in descending order according to applicable allocation priority to the remaining candidates in that geographic area who have a blood type that is compatible (but not identical) with that of the donor.  In summary, the allocation sequence for lungs from donors 0 – 11 years old is as follows:

i. First locally to ABO identical candidates 0 – 11 years old according to length of time waiting;

ii. Next, locally to ABO compatible candidates 0 – 11 years old according to length of time waiting;

iii.
Next, locally to ABO identical candidates 12 – 17 years old according to Lung Allocation Score in descending order;


iv.
Next, locally to ABO compatible candidates 12 – 17 years old according to Lung Allocation Score in descending order;

v.
Next, locally to ABO identical candidates 18 years old and older according to Lung Allocation Score in descending order;

vi.
Next, locally to ABO compatible candidates 18 years old and older according to Lung Allocation Score in descending order;
vii.
Next, to ABO identical candidates 0 – 11 years old in Zone A according to length of time waiting;

viii.
Next, to ABO compatible candidates 0 – 11 years old in Zone A according to length of time waiting;

ix.
Next, to ABO identical candidates 12 – 17 years old in Zone A according to Lung Allocation Score in descending order;

x.
Next, to ABO compatible candidates 12 – 17 years old in Zone A according to Lung Allocation Score in descending order;
xi.
Next, to ABO identical candidates 18 years old and older in Zone A according to Lung Allocation Score in descending order;

xii.
Next, to ABO compatible candidates 18 years old and older in Zone A according to Lung Allocation Score in descending order;
xiii.
Next, to ABO identical candidates 0 – 11 years old in Zone B according to length of time waiting; 

xiv.
Next, to ABO compatible candidates 0 – 11 years old in Zone B according to length of time waiting;

xv.
Next, to ABO identical candidates 12 – 17 years old in Zone B according to Lung Allocation Score in descending order; 

xvi.
Next, to ABO compatible candidates 12 – 17 years old in Zone B according to Lung Allocation Score in descending order;
xvii.Next, to ABO identical candidates 18 years old and older in Zone B according to Lung Allocation Score in descending order; 

xviii.
Next, to ABO compatible candidates 18 years old and older in Zone B according to Lung Allocation Score in descending order;
xix.
Next, to ABO identical candidates 0 – 11 years old in Zone C according to length of time waiting; 

xx.
Next, to ABO compatible candidates 0 – 11 years old in Zone C according to length of time waiting;

xxi.
Next, to ABO identical candidates 12 – 17 years old in Zone C according to Lung Allocation Score in descending order; 
xxii.
Next, to ABO compatible candidates 12 – 17 years old in Zone C according to Lung Allocation Score in descending order;
xxiii
Next, to ABO identical candidates 18 years old and older old in Zone C according to Lung Allocation Score in descending order; 
xxiv.
Next, to ABO compatible candidates 18 years old and older in Zone C according to Lung Allocation Score in descending order;
xxv.
Next, to ABO identical candidates 0 – 11 years old in Zone D according to length of time waiting; 

xxvi.
Next, to ABO compatible candidates 0 – 11 years old in Zone D according to length of time waiting;

xxvii. Next, to ABO identical candidates 12 – 17 years old in Zone D according to Lung Allocation Score in descending order; 
xxviii.Next, to ABO compatible candidates 12 – 17 years old in Zone D according to Lung Allocation Score in descending order;
xxix. 
Next, to ABO identical candidates 18 years old and older in Zone D according to Lung Allocation Score in descending order; and
xxx.
Next, to ABO compatible candidates 18 years old and older in Zone D according to Lung Allocation Score in descending order.

Lungs from donors 12 – 17 years old will first be offered to candidates age 12 – 17 years old; then to candidates age 0 – 11; then to candidates 18 years and older.  Lungs will be allocated locally first, then to candidates in Zone A, then to candidates in Zone B, then to candidates in Zone C, and finally, to candidates in Zone D.  In each of those five geographic areas, candidates will be grouped so that candidates who have an ABO blood type that is identical to that of the donor are ranked according to applicable allocation priority; the lungs will be allocated in descending order to candidates in that ABO identical type.  If the lungs are not allocated to candidates in that ABO identical type, they will be allocated in descending order according to applicable allocation priority to the remaining candidates in that geographic area who have a blood type that is compatible (but not identical) with that of the donor.  In summary, the allocation sequence for lungs from donors 12 – 17 years old is as follows:

i.
First locally to ABO identical candidates 12 – 17 years old according to Lung Allocation Score in descending order;

ii.
Next, locally to ABO compatible candidates 12 – 17 years old according to Lung Allocation Score in descending order;

iii.
Next, locally to ABO identical candidates 0 – 11 years old according to length of time waiting;

iv.
Next, locally to ABO compatible candidates 0 – 11 years old according to length of time waiting;

v. 
Next, locally to ABO identical candidates 18 years old and older according to Lung Allocation Score in descending order;

vi.
Next, locally to ABO compatible candidates 18 years old and older according to Lung Allocation Score in descending order;

vii.
Next, to ABO identical candidates 12 – 17 years old in zone A according to Lung Allocation Score in descending order;

viii.
Next, to ABO compatible candidates 12 – 17 years old in zone A according to Lung Allocation Score in descending order;

ix.
Next, to ABO identical candidates 0 – 11 years old in Zone A according to length of time waiting;

x.
Next, to ABO compatible candidates 0 – 11 years old in Zone A according to length of time waiting;

xi.
Next, to ABO identical candidates 18 years old and older in Zone A according to Lung Allocation Score in descending order;

xii.
Next, to ABO compatible candidates 18 years old and older in Zone A according to Lung Allocation Score in descending order;
xiii.
Next, to ABO identical candidates 12 – 17 years old in zone B according to Lung Allocation Score in descending order; 

xiv.
Next, to ABO compatible candidates 12 – 17 years old in zone B according to Lung Allocation Score in descending order;

xv.
Next, to ABO identical candidates 0 – 11 years old in Zone B according to length of time waiting; 

xvi.
Next, to ABO compatible candidates 0 – 11 years old in Zone B according to length of time waiting;

xvii.
Next, to ABO identical candidates 18 years old and older in Zone B according to Lung Allocation Score in descending order; 

xviii.
Next, to ABO compatible candidates 18 years old and older in Zone B according to Lung Allocation Score in descending order;
xix.
Next, to ABO identical candidates 12 – 17 years old in zone C according to Lung Allocation Score in descending order; 

xx.
Next, to ABO compatible candidates 12 – 17 years old in zone C according to Lung Allocation Score in descending order;

xxi.
Next, to ABO identical candidates 0 – 11 years old in Zone C according to length of time waiting; 
xxii.
Next, to ABO compatible candidates 0 – 11 years old in Zone C according to length of time waiting;

xxiii.
Next, to ABO identical candidates 18 years old and older old in Zone C according to Lung Allocation Score in descending order; 
xxiv.
Next, to ABO compatible candidates 18 years old and older in Zone C according to Lung Allocation Score in descending order;
xxv.
Next, to ABO identical candidates 12 – 17 years old in zone D according to Lung Allocation Score in descending order; 

xxvi.
Next, to ABO compatible candidates 12 – 17 years old in zone D according to Lung Allocation Score in descending order;

xxvii. Next, to ABO identical candidates 0 – 11 years old in Zone D according to length of time waiting; 
xxviii.Next, to ABO compatible candidates 0 – 11 years old in Zone D according to length of time waiting;
xxix.
Next, to ABO identical candidates 18 years old and older in Zone D according to Lung Allocation Score in descending order; and
xxx.
Next, to ABO compatible candidates 18 years old and older in Zone D according to Lung Allocation Score in descending order.

(NO FURTHER CHANGES TO POLICY 3.7.6, POLICY 3.7.9, POLICY 3.7.9.2, AND POLICY 3.7.11)

2. OPTN Policy Development and the Final Rule – At the January 23, 2004, meeting, the Committee considered the resolution passed by the Board of Directors at the June 20, 2003, meeting requiring organ allocation committees to specifically address the performance goals and indicators found in the Final Rule (Exhibit D).  The Thoracic Committee recommended that UNOS staff draft appropriate language for the Committee to review at its May 2004 meeting. 

At the May 14, 2004, meeting, the Thoracic Committee reviewed draft language that addressed the performance goals of the heart allocation policies and the proposed lung allocation policies (Exhibit E).  The Thoracic Committee discussed the issue, and it was noted that increased organ utilization should be among the goals.  The Committee did not reach an agreement on the proposed policy language, but agreed to refer the issue back to the Heart and Lung Subcommittees for further review to draft additional language, if necessary, to be reviewed by the Committee at its next meeting. 

3. Report of the Heart Allocation Subcommittee.  At the January 23, 2004, meeting, the Heart Subcommittee continued its refinement of the of the online Status 1A justification forms.  The Subcommittee reviewed the specification documents for the on-line Status 1A(d) forms and approved the following minimum and maximum acceptable ranges for the following:

IV Nitroglycerine:  0.05-10 mcg/kg/min

Nesiritide (Natrecor):  0.005 - .05 mcg/kg/min

Nitroprusside:  0/05 – 10 mcg/kg/min

A value entered outside the indicated ranges will display a prompt for the user to confirm that the value they entered is valid. This should reduce erroneous data caused by typographical errors but also allow for unusual cases where the value does exceed the indicated therapeutic range. 

The Subcommittee was notified that programming on the UNet system is almost complete, and is expected to be implemented in fall of 2004.  The Subcommittee noted that it would be preferable to provide at least 60 days notice to program directors, coordinators, and surgical directors prior to the implementation of the on-line status justification system. 

Further, the Subcommittee suggested that on-line justification forms for Status 1A Exceptions should be completed entirely for patients to be listed at that status.  The Subcommittee advised that unless all data fields are completely filled in, a center should not be allowed to list it’s patient.  This is not suggested as a punitive measure, but rather a method to ensure that the on-line system is functioning properly and that the Regional Review Boards are receiving complete data on each patient.  If a patient’s hemodynamic values are not obtainable, the listing center should be required to indicate that the values are unobtainable, and then specify a reason why those values are not obtainable.  The Committee also suggested that ejection fraction values would be filled in on the initial listing, and should not require updating for Status 1A extensions. The Subcommittee also advised that lab values should be updated within 24 hours of Status 1A(d) and 1A Exception listings or extensions.  

The Heart Subcommittee selected a small group to consult with UNOS programmers on future technical programming issues so that these would not have to wait to be brought before the full Subcommittee. This group will consist of : W. Steves Ring, MD, J. David Vega, MD, Jeffrey D. Hosenpud, MD, and R. Douglas Ensley, MD.   At this meeting, the Heart Subcommittee also nominated new Subcommittee members. Those are: W. Steves Ring, MD, Chair, Jeffrey D. Hosenpud, MD, J. David Vega, MD, Wayne E. Richenbacher, MD, R. Douglas Ensley, MD, Wayne D. Babcock, RN, CPTC, Charles C. Canver, MD, and O. Howard Frazier, MD.

The Subcommittee discussed the issue of establishing minimum dosages for the low dose inotropes required for Status 1A(d) listing.  This was at the request of a member in Region 3 who expressed concern that this requirement leaves a great deal of latitude for abuse by centers who would list patients at a nominal dosage of inotrope simply to justify a Status 1A(d) listing.  The Subcommittee agreed to examine the data collected by the on-line justification forms, and then revisit the issue to determine if action needs to be taken. 

The Subcommittee examined data produced by UNOS on VAD use among adult heart waitlist candidates and transplant recipients. (Exhibit F). The data was produced in response to past committee discussion that considered a change 30-day time limit found in Status 1A(a). The data tabulated the time since VAD implantation for waitlist candidates and recipients.  The Committee found the information useful, but decided that it could be expanded by producing a similar table of data that separated the candidates by type or brand of VAD device.  The full Committee later visited this issue along with a data presentation from SRTR (Exhibit G).  Following a lengthy discussion, the Committee agreed to examine the data and research request by the Heart Subcommittee, and both groups will revisit this issue at a future meeting.  This issue was addressed again on a conference call with the Heart Subcommittee on April 9, 2004, in which the Subcommittee clarified what data it wanted to collect and analyze.  Although the analysis data was included in materials distributed for the May 14, 2004, Thoracic Committee meeting, time limitations prevented the Committee from addressing this issue at that meeting.  It will be reviewed at future meetings. 

4. Gathering Additional Information for Status 1A Listings – At the January 23, 2004, meeting, the Committee examined a request from doctors in Region 2 who asked that the Committee consider a proposal to require centers to offer additional information prior to listing patients as Status 1A.  Doubts were expressed from this Region regarding the veracity and completeness of Status 1A applications.  The Committee agreed to gather additional information from the on-line justification forms and revisit the issue at a later meeting.   

5.  Alternative Distribution System Request from LifeCenter NorthWest (WALC)  At the January 23, 2004, meeting, Lynn Cravero, Director of Clinical Services at LifeCenter NorthWest (WALC) presented an alternative distribution system request for Committee approval (Exhibit H). WALC noted that in past years, it has 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.  In each case, she notes, WALC has made offers to Canadian centers only after U.S. donor match runs have been exhausted  and time and/or distance are the only refusal reasons given.  In every case, WALC has notified UNOS of its intention to contact Canadian centers with organ offers, and has informed UNOS immediately whenever the organ has been accepted.  
Following a brief discussion, the Committee voted and unanimously agreed to recommend approval of  an alternative distribution system for WALC in which it would offer thoracic organs where the donor is from Alaska through the end of Zone C before making offers to closer Canadian transplant centers.   

**RESOLVED, that the thoracic organ alternative distribution system requested by LifeCenter Northwest, whereby it would offer thoracic organs, where the donor is from Alaska, through the end of Zone C prior to making offers to closer transplant centers in Canada, be implemented and effective upon approval by the Board of Directors and programming in the UNOS system.
6. Proposed Addition of Allocation Zone for Hawaii – At the January 23, 2004, meeting,  Organ Donor Center of Hawaii (HIOP) presented a proposal (Exhibit I) for an alternative distribution system that would modify the thoracic allocation zone system for Hawaii donors by establishing Zones X and Y for the allocation of thoracic organs.  Thoracic organs from Hawaii donors would be offered first locally, and then to Zone X which would extend to all transplant centers within 2,500 miles of Honolulu, and then to Zone Y which would extend to all centers that are beyond 2,500 miles of Honolulu.  Christopher Carroll, RN, CPTC, of HIOP presented information that the extreme distance from the mainland makes placing thoracic organs outside the HIOP local area extremely difficult in that the entire mainland United States falls within Zone D.  Therefore, the entire US candidate list appears in match runs, and it is left to HIOP to eliminate those candidates that fall outside the feasible range of cold ischemia and travel time.   Each time, these patients are “bypassed,” HIOP must submit an explanation to UNOS Policy Compliance.   HIOP noted that this proposed system would create more realistic match runs, and include only those candidates that are within the acceptable range of cold ischemic time and distance while excluding those who are outside these functional limits.  

The Committee considered HIOP’s proposal and after discussion, voted unanimously to recommend approval of the proposed thoracic organ alternative distribution system for Hawaii. 

**RESOLVED, that the thoracic organ alternative distribution system requested by Organ Donor Center of Hawaii, as presented in Exhibit I, whereby thoracic organs from Hawaii donors would be offered first locally, and then to Zone X which would extend to all transplant centers within 2,500 miles of Honolulu, and then to Zone Y which would extend to all centers that are beyond 2,500 miles of Honolulu, be implemented and effective upon approval by the Board of Directors and programming in the UNOS system.
7. Update of the Heart Recovery and Use Subcommittee and Proposals.– At the October 3, 2003, meeting, the Thoracic Committee formed the Heart Recovery and Use Subcommittee to study heart recovery and placement trends and recommend ways to improve the number of hearts transplanted.   Subcommittee members met for the first time by teleconference on December 17, 2003.  At this meeting, the Subcommittee began the task of studying heart recovery data and heart use data for OPO’s throughout the OPTN to recommend improvements to heart recovery and transplantation rates.  The Subcommittee began by examining UNOS data collected between January 1, 2002, and June 30, 2003, on the transplant rate, by OPO for donors for whom consent for heart recovery was obtained.  This was limited to brain dead donors between 18 and 55 years who were not positive for any serological tests (excluding CMV+).  The data indicated that there were 4885 donors recovered, and of these donors 2342 (48%) were transplanted. Of the 2543 donors in who the heart was not transplanted, there was approximately an equal distribution between the following four groups” heart match not run, match was run but offer efforts not reported, only local offers made, and offers made to Zone A and beyond (Exhibit J-5).

Following the presentation of the data, the Subcommittee determined that the data presented may not show the full scope of heart use, and that a more accurate picture of heart use may shown by obtaining the function data for the organs recovered.  The Subcommittee noted that organ function data may demonstrate why organs are not being transplanted.  The Subcommittee requested additional data concerning the medical and social characteristics of donor for whom no match was run.  The Subcommittee agreed to examine this data at its next meeting.

The Subcommittee also discussed ideas for streamlining the listing process such that offers may be made more efficiently to expedite the organ placement process. Suggestions included narrowing the acceptance age range, and utilizing the distance range that centers indicate they are willing to travel to recover an organ.  The Subcommittee agreed to revisit this issue at its next meeting and offer further suggestions to streamline the process. 

At the January 23, 2004, meeting, the Subcommittee updated the full Thoracic Committee on its findings.  Following a brief discussion, the Committee agreed unanimously that the Subcommittee should examine the additional data it requested, and return to the Thoracic Committee in May 2004 with policy proposals to improve organ usage. 

The Heart Recovery and Use Subcommittee met again by teleconference April 15, 2004.   At this meeting the Subcommittee examined UNOS data collected between January 1, 2002, and June 30, 2003, on the transplant rate, by OPO for donors for whom consent for heart recovery was obtained.  This was limited to brain dead donors between 18 and 55 years who were not positive for any serological tests (excluding CMV+).  The data indicated that there were 4885 donors recovered, and of these donors 2342 (48%) were transplanted. Of the 2543 donors in who the heart was not transplanted, there was approximately an equal distribution between the following four groups: heart match not run, match was run but offer efforts not reported, only local offers made, and offers made to Zone A and beyond. The Subcommittee expressed particular concern that of the donors not transplanted, 587 (23%) had no match run.  The Committee then examined data, from January 1, 2002, through June 30, 2003, broken down by OPO, detailing the number of donors consented, donors not transplanted, and donors transplanted.  The data also indicated, by OPO, the number of transplants within the local area, and outside the OPO (Exhibit J-8 – J-10).

Following the presentation of the data, the Subcommittee suggested that a first step to increasing heart usage would be to understand the reason why such a significant percent of hearts from recovered donors do not have a match run made.  To understand the reasons for this, the Subcommittee suggested the following actions:

· Producing a questionnaire for OPO’s to complete a questionnaire regarding offering practices to determine:

1. Age at which no match will be run and no offer is made outside the local OPO

2. Is echo performed in cases where no match is run

3. Any specific indicators that would immediately exclude a donor heart from a match run

4. An outline of practices to determine what circumstances will lead to a match run and what factors will exclude a heart from match run

· Auditing a random sample of 10% of the cases where heart matches were not run to determine reasons for not running a match on those hearts.  It was suggested that Regional Representatives personally contact those OPO’s within their regions to learn the details surrounding those instances where a heart match is not run and no offers were made outside the local area.   

At the May 14, 2004, meeting Thoracic Committee members considered the Subcommittee’s recommendations.  One member proposed a resolution that OPO’s be required to run at least one match on every donor heart procured.  This member believed that an increase in the numbers of offers, would lead to an increase in transplantation.  This motion was withdrawn when it was suggested by another member that some hearts may have absolute contraindications to transplantation, and that it may be overly burdensome on OPO’s to match each and every heart despite obvious contraindications to transplantation.  Another member suggested the creation of an online “clearing house” where OPO’s may offer hearts nationally that were  turned down after a specified number of offers.   It was also suggested that the Thoracic Committee further narrow the donor acceptance criteria that centers may enter on UNet. At the close of the discussion, the Heart Use Subcommittee was asked to meet again to determine a list of donor organ factors that would be considered absolute contraindications to accepting a donor heart. 

Following the discussion, the Thoracic Committee voted and unanimously agreed to propose the following resolution for approval by the Board of Directors:

** RESOLVED, that the Thoracic Committee provide specific data to each OPO to show its heart recovery and use rates in comparison to other OPO’s nationwide, with the intent of opening a dialogue between centers and OPO’s to discuss ways to increase recovery and use within that OPO, and provide a questionnaire to the OPO’s addressing the following four points:

1. Age at which no match will be run and no offer is made outside the local OPO?

2. Is echo performed in cases where no match is run?

3. Any specific indicators that would immediately exclude a donor heart from a match run.

4. An outline of practices to determine what circumstances will lead to a match run and what factors will exclude a heart from match run.

**FURTHER RESOLVED, that the Thoracic Committee review a random sample of 10% of all the cases nationally where a heart match was not run and contact the appropriate OPO’s to learn the reason no match was run in each case.  
8.  Update of the Lung Recovery and Use Subcommittee and Proposals.  At the October 3, 2003, meeting, the Thoracic Committee formed Lung Recovery and Use Subcommittee to study lung recovery and placement trends and recommend ways to improve the number of lungs transplanted.  Subcommittee members met for the first time by teleconference on December 16, 2003.  At this meeting, the Subcommittee began the task of studying lung recovery data and lung use data for OPO’s throughout the OPTN to recommend improvements to lung recovery and transplantation rates.  The Subcommittee began by examining UNOS data collected between January 1, 2002, and June 30, 2003, on the transplant rate, by OPO for donors for whom consent for lung recovery was obtained.  (Exhibit K-5).  This was limited to brain dead donors between 18 and 55 years who were not positive for any serological tests (excluding CMV+).  The data indicated that there were 4786 donors recovered, and of these donors at least one lung was transplanted in 1015 (21%).  From these donors, 1219 lung transplants were performed involving 1810 lungs. Of the 3771 (79%) donors in whom the lung was not transplanted, there was approximately an equal distribution between the following four groups: lung match not run, match was run but offer efforts not reported, only local offers made, and offers made to Zone A and beyond.

Following the presentation of the data, the Subcommittee noted that to fully appreciate the national recovery and use rates, it would be advantageous to be aware of the performance data on the lungs that are not placed.  The Subcommittee specifically requested information on PO2 data, smoking history, and cause of death. It was suggested that donor lungs where PO2 is less than 250 should not be transplanted.  The Subcommittee suggested that it should take a closer look at instances where lungs with a PO2 > 250 are not offered or placed.  The Subcommittee also requested to study difference between placement rates in OPO’s that have lung transplant centers within them and those that do not. The Subcommittee concluded that it would review the additional data at a later meeting. 

The Subcommittee also discussed ideas for streamlining the listing process such that offers may be made more efficiently to expedite the organ placement process. Suggestions included narrowing the acceptance age range, narrowing the size and weight range, and utilizing the distance range that centers indicate they are willing to travel to recover an organ.  The Subcommittee agreed to revisit this issue at its next meeting and offer further suggestions to streamline the process. 

The Subcommittee also noted that one of its goals should be to notify OPO know where it ranks nationally in relation to other OPO’s in organ recovery and use (Exhibit K-11). The Subcommittee notes that this is a step toward improving the production of those OPO’s that fall below the national average. It was suggested that the OPO’s with the highest placement rates should be contacted to learn management strategies, so that these can be applied to other centers to improve their placement rates. 

At the January 23, 2004, meeting, the Subcommittee updated the full Thoracic Committee on its findings.  Following a discussion, the full Committee agreed with the Subcommittee that the amount of information collected was not sufficient to fully understand the high turndown rates.  The Committee unanimously resolved that the Subcommittee request from OPO’s on each lung where no match is run or the lung is not placed, the first and last PO2 challenge, the most recent chest X-ray, and a justification for any turndowns by transplant centers.  The Committee further agreed unanimously that the Subcommittee should examine the additional data it requested, and return to the Thoracic Committee in May 2004 with policy proposals to improve organ usage. 

The Lung Recovery and Use Subcommittee met again by teleconference April 16, 2004.   At this meeting, the Subcommittee began by examining UNOS data collected between January 1, 2002, and June 30, 2003, on the transplant rate, by OPO for donors for whom consent for lung recovery  was obtained.  This was limited to brain dead donors between 18 and 55 years who were not positive for any serological tests (excluding CMV+).  The data indicated that there were 4786 donors recovered, and of these donors at least one lung was transplanted in 1015 (21%).  From these donors, 1219 lung transplants were performed involving 1810 lungs. Of the 3771 (79%) donors in whom the lung was not transplanted, there was approximately an equal distribution between the following four groups: lung match not run, match was run but offer efforts not reported, only local offers made, and offers made to Zone A and beyond. The Subcommittee expressed particular concern that of the donors not transplanted, 1085 (29%) had no match run. 

The Subcommittee suggested that additional function data is needed on donor lungs, and the Subcommittee noted that this need for more function data will be met in June 2005 by revisions to the DDR to gather pulmonary function data, final PO2 levels, chest radiograph results.  

Following the presentation of the data, the Subcommittee had the following suggestions for actions to be taken by the Thoracic Committee:

1. Providing specific data to each OPO to show its recovery and use rates in comparison to other OPO’s nationwide.  This data would also be provided to the transplant centers to open a dialogue between centers and OPO’s to discuss ways to increase recovery and use within that OPO (Exhibit K-8 – K10). 

2. Voluntary review by the Thoracic Committee of OPO’s with low use levels that deviate from the national average.  This would allow the Committee to understand why low use levels are occurring and suggest practices to increase donor use. It was suggested that the Thoracic Committee cooperate with AOPO in carrying out this project.

3. Conducting a regional-based pilot study for comparison of donor management practices between high and low performers. A regional-based comparison based on specific performance outcomes would allow the entire community to better assess variations in donor management.   

4. A statement from Thoracic Committee to encourage direct lung offers from procuring OPO’s to transplant center staff (eliminate host OPO receiving lung offers).  This request may be supplemented with a questionnaire to OPO’s to determine their preference.  

5. Program the UNet screen-off to match the distance parameter with the maximum distance that the transplant center indicates it will accept. 

At the May 14, 2004, meeting Thoracic Committee members considered the Subcommittee’s recommendations.  One member proposed a resolution that OPO’s be required to run at least one match on every donor lung  procured.  This member believed that an increase in the numbers of offers, would lead to an increase in transplantation.  This motion was withdrawn when another member suggested that more effective strategy to improving the number of lungs transplanted would be to evaluate donor management practices among OPO’s and work to improve them to maximize outcomes.   It was also suggested that the Thoracic Committee further narrow the lung donor acceptance criteria that centers may enter on UNet.  

Following the discussion, the Thoracic Committee voted and unanimously agreed to propose the following resolution for approval by the Board of Directors:

**RESOLVED, that the Thoracic Committee provide specific data to each OPO to show its lung use rates in comparison to other OPO’s nationwide with the intent of opening a dialogue between centers and OPO’s to discuss ways to increase recovery and use within that OPO. 

**FURTHER RESOLVED, that the Thoracic Committee conduct a voluntary review OPO’s with lung transplant rates less than 15%, excluding those in Hawaii and Puerto Rico, to help  the Committee learn why low use levels are occurring and suggest practices to increase donor use.

**FURTHER RESOLVED, that the Thoracic Committee conduct a regional-based pilot study for comparison of donor lung management practices between high and low performers with the intent of allowing the entire community to better assess variations in donor management.   

9.  Review of Data Working Group Additional Transplant Endpoints.   At the May 14, 2004, meeting, Dr. Larry Hunsicker appeared on behalf of the OPTN/SRTR Data Working Group to update the Thoracic Committee on that group’s pilot study of additional transplant outcomes (Exhibit L).   The DWG has identified major categories of additional transplant endpoints that may useful in evaluating the role of transplantation in decreasing patient morbidity and burden of disease, thereby improving patient quality of life and functional status.  The DWG proposed a pilot study to collect functional status and quality of life data directly from patients by conducting a survey of a randomly selected cohort of patients using a health related quality-of-life questionnaire.  It is anticipated that the study will be completed in three years.   

Following the presentation, Thoracic Committee members cautioned that differences among treatments and outcomes at transplant centers may have a biasing effect on the data collected by the study.   The Committee agreed to provide the DWG with input as the study progresses.

10.  Region 6 Sharing Agreement Revisited – At the May 16, 2003, meeting, Region 6 presented a proposal to form a lung sharing agreement.  The proposed sharing agreement would consolidate the lung waiting lists of Pacific Northwest Transplant Bank (PNTB) and LifeCenter Northwest (LCNW) into one common local lung waiting list.  The parties to the agreement presented the Thoracic Committee with a signed copy of the sharing agreement for its review. The parties to the agreement requested that the Thoracic Committee recommend approval to the Board of Directors. 

The Committee in discussing the proposed sharing agreement, noted that the sharing agreement would include all of Washington and Oregon.  The Committee also recognized that the sharing agreement, if approved, would have the effect of keeping a great majority of lungs procured there within those two states and offering them almost exclusively to the lung transplant center at the University of Washington Medical Center (UWMC).  The Committee believed that the sharing agreement, if approved, would have a detrimental effect on lung placement at transplant centers that are within a 500-mile radius of Region 6.  It was believed that those centers would no longer receive offers from Region 6, because those offers would then be made within the boundaries of Oregon and Washington.  

After the presentation of data from Region 6, discussion, and debate, the Thoracic Committee declined to approve the Region 6 sharing agreement. 

At the October 3, 2003, meeting, the parties to the lung sharing agreement requested that the Committee reconsider their request.  Douglas E. Wood, M.D., Michael S. Mulligan, M.D., Michael Seely, and Monica Johnson-Tomanka appeared on behalf of the parties with a slide presentation of data to support the proposed sharing agreement. The applicants’ proposed sharing agreement would define all of Region 6, except Hawaii, as “local” for the purposes of lung allocation.  It was noted that the proposed agreement has the approval of PNTB, LCNW, Region 6, and all five Region 6 thoracic transplant programs.  The applicants also noted that the proposed agreement improves the relationship of the OPO’s with the lung transplant center, helps to avoid organ loss, improves OPO efficiency, and potentially improves patient outcomes.  The applicants submit that the geography of Region 6 and the relative isolation of UWMC in relation to other transplant centers set this region apart, in that the proposed sharing agreement will have a minimal impact on offers to the nearest centers in Zone A: University of Utah, UC-San Francisco, University of Colorado, and Stanford. 

During the discussion, several members of the Committee were concerned that the proposed sharing agreement was substantially different from others that the Committee had previously approved in that it combined the resources of two states, rather than one single state.  Additionally, members of the Committee expressed concern that the practical effect of the proposed sharing agreement would be to direct almost all organs procured in Oregon to UWMC, and deprive transplant centers in Zone A and primarily in Northern California of organ offers that they would otherwise receive.   One member of the Committee opined that the agreement should be approved since all parties involved in Oregon and Washington have consented.  However, other members of the Committee responded by noting that, although the parties directly involved are in agreement, the others centers that will be indirectly affected have not consented to the proposed agreement.  

After extended discussion, the Committee was unconvinced that the proposed lung sharing agreement in Region 6 would be more beneficial to the Region or surrounding areas than the current system.  By vote, in which Committee members whose centers or regions may potentially be affected by the implementation of the proposed sharing agreement abstained from voting, the Committee declined to approve the sharing agreement proposed by the parties in Region 6.  

At the November 20, 2003, OPTN/UNOS Board of Directors meeting, a resolution to approve the Region 6 lung sharing agreement was presented to the Board based on discussions by the Executive Committee.  A presentation by Doug Wood, M.D. to the Executive Committee provided additional information regarding agreement by the lung transplant programs at Stanford, University of California-San Francisco and the University of Utah.  The Board of Directors voted to approve the Region 6 lung variance.    

At the January 23, 2004, meeting Thoracic Committee several members expressed concern that the Board of Directors approved this sharing agreement when the Committee had recommended not to approve it.  The members requested that the additional information that was presented be made available to them at the next Committee meeting.  Those members also requested that the applicable sections of the Board meeting minutes be available to them at the next Committee meeting so that they may understand the rationale of the Board in approving the application.  

The transcript of the applicable portion of the November 21, 2004, Board of Directors meeting was provided to the Thoracic Committee at the May 14, 2004, meeting.  The Committee discussed the issue and reiterated its concern that the Board approved a sharing agreement that the Committee had recommended not be approved.  There was concerned expressed that the lung programs within 500 miles of Oregon may not have concurred with this sharing agreement.  The Committee noted that it had not see this the additional information that was presented to the Executive Committee and expressed an interest in reviewing the information at its next meeting.

Following the discussion, the following motion was made and unanimously approved by the Committee:

**RESOLVED, that the Executive Committee is directed to meet with the Thoracic Organ Transplantation Committee to discuss the matter of the Region 6 lung sharing agreement that was approved at the November 21, 2003, Board of Directors meeting.  

11.  Review of Thoracic Wait-Time Modification Requests – At the January 23, 2004, and the May 14, 2004, meeting, the Thoracic Committee reviewed nine requests for waiting time adjustment under Policy 3.2.1.8. Finding that eight of the requests were supported by the necessary evidence, the Committee voted unanimously to approve those eight thoracic wait-time modification requests.  The remaining request that was not approved will be referred back to the requesting transplant center for more evidence.  Noting that a majority of the requests reviewed by the Committee listed a clerical error as the reason for requesting waiting adjustment, the Committee agreed to discuss in future meetings methods to prevent errors in thoracic candidate listings. 

The case shown in Exhibit M requests an adjustment of patient heart waiting time to June 25, 2003, from a current listing date of August 18, 2003.  The application includes corroborating documentation from the appropriate heart transplant programs.   The application requests a modification of this patient’s wait time based on the transplant center’s clerical error which prevented the patient from being listed on the requested date. The Committee, therefore, offers the following recommendation for consideration by the Board of Directors:

**RESOLVED, that the request for waiting time modification attached as Exhibit M shall be approved for implementation pending programming on the UNOS  system.  

The case shown in Exhibit N requests an adjustment of patient lung waiting time to June 26, 2003, from a current listing date of August 18, 2003.  The application includes supporting documentation and signatures from the appropriate lung transplant programs.  The application requests a modification of this patient’s wait time based on the transplant center’s clerical error which prevented the patient from being listed on the requested date.  The Committee, therefore, offers the following recommendation for consideration by the Board of Directors:

**RESOLVED, that the request for waiting time modification attached as Exhibit N shall be approved for implementation pending programming on the UNOS system.  

The case shown in Exhibit O requests an adjustment of patient lung waiting time to September 18, 2003, from a current listing date of November 16, 2003.  The application includes supporting documentation and signatures from the appropriate lung transplant programs.  The application requests a modification of this patient’s wait time based on the transplant center’s clerical error which prevented the patient from being listed on the requested date.  The Committee, therefore, offers the following recommendation for consideration by the Board of Directors:

**RESOLVED, that the request for waiting time modification attached as Exhibit O shall be approved for implementation pending programming on the UNOS system.  

The case shown in Exhibit P requests an adjustment of patient heart Status 1A waiting time to October 3, 2003, from a current listing date of October 10, 2003.  The application includes supporting documentation.  The application requests a modification of this patient’s wait time based on an error in the UNet system that prevented the patient’s 1A Status from being extended on the requested date.  The Committee, therefore, offers the following recommendation for consideration by the Board of Directors:

**RESOLVED, that the request for waiting time modification attached as Exhibit P shall be approved for implementation pending programming on the UNOS system.  

The case shown in Exhibit Q requests an adjustment of patient lung waiting time to August 26, 2003, from a current listing date of March 27, 2004.  The application includes supporting documentation.  The application requests a modification of this patient’s wait time based on the transplant center’s clerical error which prevented the patient from being listed on the requested date.  The Committee, therefore, offers the following recommendation for consideration by the Board of Directors:

**RESOLVED, that the request for waiting time modification attached as Exhibit Q shall be approved for implementation pending programming on the UNOS system.  

The case shown in Exhibit R requests an adjustment of patient lung waiting time to January 24, 2003, from a current listing date of January 15, 2004.  The application includes supporting documentation. The application requests a modification of this patient’s wait time based on the transplant center’s  error which prevented the patient from being listed on the requested date.  The Committee, therefore, offers the following recommendation for consideration by the Board of Directors:

**RESOLVED, that the request for waiting time modification attached as Exhibit R shall be approved for implementation pending programming on the UNOS system.  

The case shown in Exhibit S requests an adjustment of patient lung waiting time to October 20, 2003, from a current listing date of December 23, 2003.  The application includes supporting documentation.  The application requests a modification of this patient’s wait time based on the transplant center’s clerical error which prevented the patient from being listed on the requested date.  The Committee, therefore, offers the following recommendation for consideration by the Board of Directors:

**RESOLVED, that the request for waiting time modification attached as Exhibit S shall be approved for implementation pending programming on the UNOS system.  

The case shown in Exhibit T requests a reinstatement of patient lung waiting time between June 20, 2003, and February 4, 2004.  During this time, the patient was incorrectly listed as “inactive” due to a clerical error by the transplant center. The application includes supporting documentation and signatures from the appropriate lung transplant programs.  The Committee, therefore, offers the following recommendation for consideration by the Board of Directors:

**RESOLVED, that the request for waiting time modification attached as Exhibit T shall be approved for implementation pending programming on the UNOS system.  

12. Responses to OPO Committee Requests – At the January 23, 2004, meeting, the Thoracic Committee considered requests from the OPO Committee to respond to several recommendations and proposals.  The Committee unanimously agreed with the OPO Committees recommendation that disposable organ packages should not be reused.  Also, the Committee discussed the issue of the role of “coordinating OPO’s”, and was unable to offer any recommendations at this time. 

13.  Review of UK Model for Predicting Individual Survival.  At the request of the Organ Availability Committee, the Thoracic Committee reviewed the article “Predicting Patient Survival in the Kidney  Transplant Assessment Clinic: A Practical Clinical Assessment.”  The Committee applauded the authors on their research, and noted that a system of allocation based on urgency and benefit is currently being proposed by the Thoracic Committee for lung allocation.
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� Group A includes candidates with obstructive lung disease, including without limitation, chronic obstructive pulmonary disease (COPD), alpha-1-antitrypsin deficiency, emphysema, lymphangioleiomyomatosis, bronchiectasis, and sarcoidosis with mean pulmonary artery (PA) pressure ( 30 mmHg. 


Group B includes candidates with pulmonary vascular disease, including without limitation, primary pulmonary hypertension (PPH), Eisenmenger’s syndrome, and other uncommon pulmonary vascular diseases. 


Group C includes, without limitation, candidates with cystic fibrosis (CF) and immunodeficiency disorders such as hypogammaglobulinemia�.  


Group D includes candidates with restrictive lung diseases, including without limitation, idiopathic pulmonary fibrosis (IPF), pulmonary fibrosis (other causes), sarcoidosis with mean PA pressure > 30 mmHg, and obliterative bronchiolitis (non-retransplant).  
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