OPTN/UNOS
THORACIC ORGAN TRANSPLANTATION COMMITTEE
SUMMARY
June 24-25, 2005

l. Organ Availability Issues

Action Items for Board Consideration

e The Board is asked to approve modifications to OPTN/UNQOS 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)

e The Board is asked to approve a thoracic organ alternative distribution system request from
LifeCenter NorthWest (WALC). (Item 5, Page 13)

e 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 ltems

. None

Il. Patient Access Issues:

Action Items for Board Consideration

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

Other Significant ltems

. None

I1. Other Issues

Action Items for Board Consideration

e The Board is asked to approve resolutions to contact OPQO’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. (ltem 7,
Page 14)

e The Board is asked to approve resolutions to contact OPQO’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. (ltem 8,
Page 16)

e 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 ltems

e 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)
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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)



Report of the OPTN/ UNOS
Thoracic Organ Transplantation Committee
to the Board of Directors
June 24-25, 2004
Minneapolis, Minnesota

O. Howard Frazier, M.D., Chairman
Edward R. Garrity, Jr., M.D., Vice-Chairman

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 .

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:

e  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.

e 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.

e 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.
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e 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.

e 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.

e 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.

e 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.

e 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 O scores will receive
priority among each other based on ABO and accrued wait time.

e 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.

e 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.

e 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/UNQOS 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 . The proposal was reviewed by the Regions and received overall

support in 9 of 11 Regions. (Exhibit CJ.

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.



o 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.

e 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.

o 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.

e 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.

priority in lung allocation as follows:
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3.7.6.1 ndi Age 12 an Ider. 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 reqular 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

Forced vital capacity (FVC)

Pulmonary artery (PA) systolic (Group A, C, DY)
O, required at rest (A, C, D)

Age

Body mass index (BMI)

Insulin dependent diabetes

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

8. Six-minute walk distance

9. Ventilator use

10. Diagnosis

Noughk~wpE

! 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 mmHag.

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).




Table 2

Factors That Predict
Survival After Lung Transplant

FVC (Group B, D%

PCW pressure > 20 (Group D%)
Ventilator use

Age

Creatinine

Functional Status (NYHA class)
Diagnosis

Nogak~owdpE

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




3.7.7

3.7.8

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 UNet™. Entry into UNet™ 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 UNet™ 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.

3.7.6.3.2Updating 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.

3.7.64 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.

Allocation of Thoracic Organs to Heart-L ung Candidates (No changes)

ABO Typing for Heart Allocation (No changes)

3.7.8.1 Heart Allocation to Pediatric Candidates Registered Under Blood

Type “Z.” (No changes)
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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.

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
Eollowing Implementation of Lung Allocation Scores Described in
Policy 3.7.6 with-ldiopathic_Pulmenary Fibresis (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

W|th Lung AIIocatlon Scores of zeroA—lung—transplam—eandmate

3.7.10 Sequence of Heart Allocation (No changes)

3.7.11  Sequence of Adult Donor Lung Allocation ef-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 purpeses. 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
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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 vears 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 vyears 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 vyears 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 vyears 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 vears 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 vyears old in Zone C
according to length of time waiting;
xxi. Next, to ABO .identical candidates 12 — 17 vyears 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;
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iv. Next, locally to ABO compatible candidates 0 — 11 vyears 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 vyears old in Zone A
according to length of time waiting;

X.  Next, to ABO compatible candidates 0 — 11 vyears 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

XXIiX.

XXX.

according to length of time waiting;

Next, to ABO identical candidates 18 years old and older in Zone
D according to Lung Allocation Score in descending order; and
Next, to ABO compatible candidates 18 years old and older in
Zone D according to Lung Allocation Score in descending order.
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(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
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.
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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 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 1)] 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
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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 1] 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
OPQ’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

seyond (Exhibit 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.
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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:

e 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

e 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 OPQ’s to match each and every heart despite obvious contraindications
to transplantation. Another member suggested the creation of an online “clearing house” where OPQO’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 OPQO’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:
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1. Age at which no match will be run and no offer is made outside the local

OPO?

Is echo performed in cases where no match is run?

Any specific indicators that would immediately exclude a donor heart from a

match run.

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

w

**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.
[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 PO, data, smoking history,
and cause of death. It was suggested that donor lungs where PO, is less than 250 should not be
transplanted. The Subcommittee suggested that it should take a closer look at instances where lungs
with a PO, > 250 are not offered or placed. The Subcommittee also requested to study difference
between placement rates in OPQ’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 OPQO’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 OPQO’s on each lung where no match is run
or the lung is not placed, the first and last PO, challenge, the most recent chest X-ray, and a
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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 OPQ’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 AOPQ 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
OPOQ’s to transplant center staff (eliminate host OPO receiving lung offers). This request
may be supplemented with a questionnaire to OPQO’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 OPQO’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 OPQO’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.
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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 OPQ’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
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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 OPQO’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.
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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 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 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 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 QJrequests 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:
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**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 fequests 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 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 OPQ’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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BRIEFING PAPER UNITED NETWORK FOR ORGAN SHARING
Allocation of Lungs:
Proposed Amended UNOS Policy 3.7.6 (Status of Patients Awaiting Lung Transplantation), Policy
3.7.9.1 (Waiting Time Accrual for Lung Candidates with Ideopathic Pulmonary Fibrosis (IPF)), and
Policy 3.7.11 (Allocation of Lungs)

1. Summary

The OPTN/UNOS Thoracic Organ Transplantation Committee proposes a new system for allocating lungs
that uses lung transplant candidates’ waitlist medical urgency and transplant benefit to determine priority
for lung offers. The proposed system would assign priority to lung candidates who are at higher risk of
death if they do not receive a transplant (waitlist urgency) and who are likely to receive a greater benefit of
longer lifetime with a transplant as compared to without a transplant (transplant benefit). This proposal
would replace the current system that assigns priority to lung transplant candidates based solely on the
amount of time they have accrued on the lung waitlist. The Committee predicts that these changes to the
Jung allocation system would direct lungs to those candidates who are most urgently in need of a lung
transplant and who are expected to receive the greatest survival benefit from the transplant. The proposal
includes provisions for updating transplant candidates’ clinical status, regular periodic review and
improvement of the algorithm, and assigned allocation priority for pediatric candidates.

A. Policy Goals

The proposed lung allocation system is intended to accomplish the following goals:
1) Reduce the number of deaths on the lung transplant waiting list.
2) Increase transplant benefit for candidates who receive a lung transplant.

3) Ensure efficient and equitable allocation of lungs to active transplant candidates.

B. Features of the Current Proposal

The proposed lung allocation system is a complex system, designed to take into account many factors that
affect the severity of transplant candidates’ illnesses and the likelihood of their prolonged survival

following the transplant operation.

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. In the proposed allocation
system, 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.

e 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.

e  The proposed system will assign each candidate an allocation score that will determine his or
her priority for receiving a lung offer.

EXHIBIT A
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e Candidates of any age, sex, race/ethnicit’y, and diagnosis are represented among those likely
to be offered donor lungs by the new system.

e 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.

e 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.

e Centers may update diagnostic information on transplant candidates at any time to
correspond with changes in their medical condition; the Committee continues to evaluate possible
requirements for periodic updates of diagnostic information for each candidate.

e The Thoracic Committee will continually revise and improve the lung allocation algorithm
through periodic data analysis of updated patient populations. The Committee will undertake
review and revision of the algorithm every six months.

C. How the System Works

A Subcommittee of the Thoracic Organ Transplantation Committee formed to evaluate the national system
of lung allocation developed a lung allocation algorithm by using the most current data available from the
OPTN database. The Subcommittee assessed clinical predictors of illness severity associated with actual
candidates on the lung waiting list, and built a model to describe candidates’ probability of survival both on

the waitlist and after a lung transplant.

For each lung transplant candidate, the algorithm uses a set of clinical, demographic, disease severity, and
physiologic reserve data to estimate how many days the candidate would live during the next year on the
waitlist (waitlist urgency measure) and how many days the candidate would live during the first year after a
transplant (post-transplant survival measure). The difference between these two estimates is used to create
an individual measure of transplant benefit.

The algorithm then uses a balance of each candidate’s waitlist urgency and transplant benefit to assign that
candidate an allocation score. Each candidate’s score then determines his or her priority for a lung offer in
relation to other transplant candidates on the lung waiting list. In order for scores to reflect the current
medical condition of candidates on the waitlist, transplant centers may update the candidate’s clinical
variables on the UNet™ system at any time to reflect changes in medical condition that may affect
candidate priority for a lung offer.

D. Differences from the Previous Proposal

In August 2003, the OPTN/UNOS Thoracic Committee and Lung Subcommittee released an earlier version
of the lung allocation algorithm for public comment. After reviewing the commentary on the proposal
from the lung transplant community, candidates, patient advocacy groups, and public, the Subcommittee
made several major revisions to the system to clarify the policy, improve its accuracy, and reflect the
concerns of those who responded with comments. Among the major differences from the prior proposal
are: :

> Current survival data. The algorithm will employ, on an ongoing basis, the most recent
transplant candidate survival data available. The current proposal is based upon survival data
from a cohort of all types of transplant candidates of age 12 and older listed for transplant between
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1999 and 2001. The earlier proposal used a data cohort of candidates listed for transplant between
1997 and 1998

> Pediatric preferences. Pediatric patients under age 12 will now receive a first-offer preference
for lungs procured from donors under age 12 and second-offer preference for lungs procured from
donors age 12-17. Pediatric patients from age 12-17 will now receive a first offer preference for
lungs procured from donors age 12-17 and second-offer preference for lungs procured from

donors under age 12.

E. The Future of the Lung Allocation Algorithm

An essential feature of this policy is the plan to regularly review additional data gathered by the new
system to generate continuous quality improvement of the survival models. The Committee and
Subcommittee believe that the current proposal uses the best models of survival available from current
data. However, the Committee will review the lung allocation policy and methodology on a regular basis.
The Committee anticipates that entry of additional data elements needed to maintain candidates’ waitlist
priority will allow further refinements of the models.

As additional data are collected, the Committee and Subcommittee will regularly review and revise the
algorithm to reflect changes in waitlist and post-transplant outcomes. The Committee and Subcommittee
expect that this process will continually improve the quality of the lung allocation system over time to
achieve its overall performance goals of minimizing waitlist mortality, increasing transplant benefit, and
allocating lungs in an equitable manner.

2. Policy Goals

In designing the proposed lung allocation algorithm, the Lung Allocation Subcommittee focused on
established tangible performance goals that it hoped to achieve by revising the method by which donor
lungs are allocated to patients on the waitlist. The primary goals of the proposed policy are to reduce the
number of deaths on the waitlist, to increase transplant benefit among lung transplant recipients, and to
ensure the efficient and equitable use of the scarce resource of donor lungs. The Committee believes that
the proposed system would reduce mortality among transplant candidates by prioritizing candidates with
high waitlist urgency and with good expected post-transplant outcomes.

Organ allocation to the highest risk candidates would not be efficient if organs were allocated to candidates
who were unlikely to survive and whose lives could not be prolonged by transplantation. Therefore
efficient use of donor organs requires consideration of expected lifetimes both with and without a
transplant. The Committee expects to achieve its stated goals by implementing an allocation system that
prioritizes candidates for organ offers based on a balance between transplant benefit and waitlist urgency.
The Committee will be able to evaluate achievement of the algorithm’s performance goals by reviewing on
a regular basis the impact of the algorithm on both waitlist death rates and post-transplant survival rates.

3. Background

The proposed lung allocation algorithm is the latest step in an ongoing body of work to create a risk-
stratified lung allocation system. It is responsive to the OPTN Final Rule (42 CFR Part 121) as it focuses

upon evaluation of candidate medical urgency as well as system utility and efficiency. In 1990, the
OPTN/UNOS Board of Directors approved a separate policy to allocate donor lungs based solely on the
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amount of time candidates waited on the waitlist. ‘The system operated by allowing candidates who had
accrued the greatest amount of waiting time on the list to have the highest priority in receiving lung offers.
This policy has remained virtually unchanged since that time, with one notable exception. In 1995, the
Board took a step toward creating a risk-stratified lung distribution system by recognizing a higher
mortality rate among candidates with idiopathic pulmonary fibrosis (IPF) and allowing candidates with that
diagnosis to receive 90 additional days of accrued waiting time.

In 1999, the OPTN/UNOS Thoracic Organ Transplantation Committee and the Lung Allocation
Subcommittee began to evaluate the lung allocation system, and recognized a need for change that would
ensure that the scarce resource of donor lungs would be allocated more efficiently to reduce wait-list
mortality. The Committee determined that a risk-stratified system that would distribute lungs based on the
urgency of candidates’ illnesses was the solution. At that time, the Committee considered whether waiting
time and wait list mortality issues could be addressed through classification of medical urgency leading to
prioritizing lung candidates based on the severity of their illness. However, the fact that each type of lung
disease demonstrates a different indicator for determining the severity of a candidate’s illness prevented the
development of a status system. The Subcommittee then studied the probability of survival on the lung
waiting list using a multivariate analysis of physiological data collected by UNOS on candidates at the time
of listing. By November 2000, this ongoing analysis had revealed to the Subcommittee that the most
significant predictor of pre-transplant mortality is diagnosis at the time of listing.

In November 2000, the Subcommittee agreed to propose a plan to serially collect data elements from lung
transplant candidates on the waitlist in addition to those already collected by UNOS in order to further
develop a more inclusive risk-stratified system. A proposal was submitted for public comment that would
have required transplant centers to collect additional variables on lung transplant candidates at the time of
listing and serially thereafter. This proposal met with significant resistance from the transplant community
and was never enacted. Regardless, the Subcommittee continued to perform analyses and base its planned
lung allocation system around the variables that are collected by UNOS at the time candidates are listed.

In 2001, the Lung Allocation Subcommittee met several times to further refine the plan for a risk-stratified
lung allocation system. Over the course of these meetings, the Subcommittee reached a consensus that an
ideal organ allocation algorithm would rank potential recipients by their risk of mortality on the waiting list
coupled with and balanced by their risk of mortality within the first year after a transplant. That year, the
Subcommittee presented the Board of Directors with a resolution, to approve, in principle, a change from
the lung allocation system based on wait time, to a risk-stratified lung allocation algorithm. Over the next
year, the Lung Allocation Subcommittee worked to refine the data analysis to determine the pre-transplant
variables that are most predictive of mortality among each disease group awaiting transplant.

By November 2002, after continued data analysis, the Lung Allocation Subcommittee had neared
completion of the proposed lung allocation aigorithm.  In March 2003, the Subcommittee held the
Conference on Lung Allocation Policy to present the proposed lung allocation system to the national lung
transplant community, including surgeons, physicians, transplant coordinators, transplant administrators,
and candidate advocates from around the country. Many of the attendees who took part in this public
forum expressed support for the Subcommittee’s goal of replacing the current waiting time-based allocation
policy with a new risk-stratified allocation policy and offered comments and suggestions for improvement
of the national lung allocation system. Following the conference, the Lung Allocation Subcommittee
worked to incorporate many of the suggestions it received during the conference in the final proposal for a
new risk-stratified lung allocation system that considers each waitlist candidate’s clinical factors and
allocates lungs based on a balance of each candidate’s medical urgency prior to transplant and their

transplant benefit following lung transplantation.

In August 2003, the Thoracic Committee released a proposal for public comment that proposed an initial
lung allocation algorithm. The algorithm was similar to the one now proposed in that it assigned priority to
transplant candidates based on waitlist urgency and transplant benefit. However, this prior lung model was
based on four major illness groups and operated on survival rates from 1997 and 1998. These factors of
the proposal were not widely accepted by physicians or candidates alike in the lung transplant community.
Following the public comment period, and in response to the feedback from the community, the Lung
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Allocation Subcommittee and the Thoracic Committee revised its proposal to lessen the focus upon
separate diagnosis groups and, instead, use a single unified allocation model incorporating all of the patient
categories. As you read this document, please note these changes from the prior proposal.

In addition, please note the change in pediatric allocation priority in this proposal. For both younger
pediatric and adolescent lung candidates, growth and development issues, as well as mortality risk, factor
into the need for timely transplant. This proposal attempts to address pediatric urgency and improved
opportunities for transplantation through assigned allocation preference. This change was made as a result
of the efforts of the Joint Pediatric-Lung Allocation Subcommittee and feedback from the pediatric lung

transplant community.

4. How the Proposed System Assigns Priority for Lungs

The proposed lung allocation algorithm will assign priority for donor lungs to candidates age 12 and older
based on a calculation of the medical urgency of patients on the waitlist and the projected transplant benefit
after transplantation. A candidate’s waitlist urgency is measured by the expected days of life during the
next year that would result if the candidate did not receive a transplant (remained on the waitlist). A
candidate’s post-transplant survival is measured by the expected days lived during the first year post-
transplant. The algorithm will assign a Lung Allocation Score to each patient active on the lung transplant
waiting list. The Lung Allocation Score is calculated from the difference between a patient’s transplant
benefit measure (post-transplant survival measure minus waitlist urgency measure) and the patient’s
waitlist urgency. The calculation of the score is based on patient characteristics that have the same effect
on mortality for all patients, and upon a few characteristics that have distinct effects for particular diagnosis
groups. Patients under age 12 will continue to be allocated lungs based on waitlist time and ABO blood

type.

Pediatric donor Jungs (0-17 years) will be allocated preferentially to pediatric patients, as more specifically
described in Section G below.

A Data and Analytical Methods

In designing the proposed lung allocation model, the OPTN/UNOS Lung Allocation Subcommittee and the
Scientific Registry of Transplant Recipients (SRTR) analyzed OPTN lung transplant candidate and
recipient data. For the estimation of waitlist urgency, the Subcommittee studied patients listed for their
first transplant between January 1, 1999, and December 31, 2001.)  For the estimation of post-transplant
survival, candidates who received a lung transplant between January 1, 1999, and December 31, 2001, were
studied. Analysis of pediatric candidates suggested that recipients age 12 and older were similar to adults
in terms of waitlist survival and post-transplant outcomes. Candidates under age 12 had different diagnoses
and outcomes. Thus, it was decided to consider children under age 12 separately. These young pediatric
candidates (under age 12) were not included in the models described below.

One model (Cox proportional hazards) was developed for all candidates age 12 and older to predict the
likelihood of death on the waiting list, based on the characteristics of each candidate. A second
proportional hazards model was developed for all patients age 12 and older to predict the probability of
post-transplant survival. These models were created using variables collected on the OPTN Transplant
Candidate and Recipient Registration forms at the time lung transplant candidates are placed on the waiting

! The current lung allocation proposal uses survival data from 1999-2001 for all candidates. In response to
public comment, the Committee determined that the accuracy of the lung allocation model would be
improved through the use of survival data that reflects recent advances in disease treatments and higher

survival rates.
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list and those collected at the time of transplant, respectively. These factors included measures of disease
severity, physiologic reserve, and diagnosis. >

The analyses identified factors associated with waitlist urgency and factors associated with post-transplant
survival. For the purposes of identifying risk factors that had distinct effect in candidates with particular
diagnoses, transplant candidates were classified into four major diagnosis groups. The diagnosis groups
were categorized into four broad groups based on the clinical characteristics of the various diagnoses for
candidates awaiting lung transplantation and on existing data for the survival patterns in these candidates.
Within each group are various illnesses that share similar clinical characteristics and/or similar risk factors
for urgency on the waitlist and survival following a transplant. The groups are as follows:

* Group A consists of candidates age 12 and older with obstructive lung disease. Group A includes
chronic obstructive pulmonary disease (COPD), such as alpha-1-antitrypsin deficiency and
emphysema, lymphangioleiomyomatosis, bronchiectasis, and sar001d051s with mean PA pressure <
30 mmHg. *

e Group B consists of candidates age 12 and older with pulmonary vascular disease. Group B
includes primary pulmonary hypertension (PPH), Eisenmenger’s syndrome, and other uncommon
pulmonary vascular diseases.

e Group C consists of candidates age 12 and older with cystic fibrosis (CF) and immunodeficiency
disorders such as hypogammaglobulinemia.

e Group D consists of candidates age 12 and older with restrictive lung dlseases Group D 1ncludes
idiopathic pulmonary fibrosis (IPF), pulmonary fibrosis (other causes), sarcoidosis with mean PA
pressure > 30 mmHg, and obliterative bronchiolitis (non-retransplant).

With every candidate assigned to a diagnosis group, additional analyses were undertaken to identify
specific risk factors that varied by diagnosis group. Hazard ratios associated with these factors were
calculated based on data from all lung candidates listed and transplanted during this time interval.

B. Pre-Transplant Factors in the Proposed Lung Allocation Algorithm

The proposed lung allocation algorithm operates by assigning priority to transplant candidates based on a
balance of waitlist urgency and transplant benefit. The first step in this process is to evaluate each
candidate’s risk of death on the waitlist (waitlist urgency). Measures of disease severity and physiologic
reserve were evaluated and those that were important predictors of waitlist urgency were identified. (See
Table 1.) The factors found to predict waitlist mortality (urgency) for all candidates were: forced vital
capacity (FVC), ventilator use, body mass index (BMI), insulin dependent diabetes, 6-minute walk
distance, New York Heart Association (NYHA) functional classification, and disease diagnosis. There
were several additional factors that were either important in certain diagnosis groups but not others, or had
varying effects in different diagnosis groups. Those include age, O, required at rest, and pulmonary artery
systolic pressure.

? The completion of the lung data collection project described in Section 5.A of this proposal is expected to
add more variables to those thirty already analyzed by the Committee. Additional variables reflecting
disease-severity and patient physiologic reserve will be evaluated by the Committee for incorporation into
the lung allocation algorithm as these variables are identified or become available.

3 Candidates with alpha-1-antitrypsin deficiency are included in Group A along with COPD. The Lung
Subcommittee reviewed the concerns of this patient population with the prior lung algorithm proposal.
Upon review the Subcommittee determined that, if classified as its own separate diagnosis, alpha-1-
antitrypsin deficiency candidates as a whole would be disadvantaged and would receive considerably lower
allocation scores on their own than if they were included with Group A and COPD candidates. Thus, the
Lung Subcommittee decided that Group A would continue to include alpha-1-antitrypsin deficiency based
on the obstructive properties of the disease.
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Table 1.

Factors Used to Predict
Risk of Death on the Lung Transplant Waitlist

1. Forced vital capacity (FVC)

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

3. O,required at rest (Group A, C, D)

4. Age

5. Body mass index (BMI)

6. Insulin dependent diabetes

7. Functional status (New York Heart Association class)
8. 6-minute walk distance

9. Ventilator use

10. Diagnosis (see section D for details)

Lower FVC, lower BMI, ventilator use, insulin—dependent diabetes, higher NYHA class, and 6 min. walk
distance < 150 ft were associated with higher waitlist mortality risk. The analyses also revealed that for
groups A, C, and D, higher O, requirement at rest and higher pulmonary artery systolic pressure were
associated with higher mortality risk on the waitlist, but that these were not risk factors for patients in
Group B.

C. Post-Transplant Factors in the Proposed Lung Allocation Algorithm

As noted above, the proposed lung allocation system operates by assigning priority to lung transplant
candidates based on a balance of waitlist urgency and transplant benefit. Since the calculation of the
transplant benefit measure involves post-transplant survival, the second step in the proposed lung
distribution algorithm, therefore, is the computation of each candidate’s expected survival following a
transplant. The analyses evaluated measures of disease severity and physiologic reserve and identified
those that were important predictors of post-transplant survival. (See Table 2.) The predictive factors for
post-transplant survival across all patients were ventilator use, age, creatinine, New York Heart Association
functional classification, and diagnosis. Two factors were important in certain diagnosis groups but not
others, or had varying effects among the diagnosis groups. These factors were forced vital capacity (FVC),

and pulmonary capillary wedge pressure (PCW) 220 mmHg.

Table 2.
Factors That Predict
Survival After Lung Transplant
1. Forced Vital Capacity (FVC) (Group B, D)
2. PCW pressure = 20 (Group D)
3. Ventilator use
4. Age
5. Creatinine
6. Functional Status (NYHA class)
7. Diagnosis (see section D for details)
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Analyses showed that older age, higher creatinine, ventilator use, and higher NYHA class were associated
with higher post-transplant mortality risk. The analyses also showed that in groups B and D, lower FVC
was associated with higher post-transplant mortality risk. In group D only, PCW > 20 mm/Hg was
associated with higher post-transplant mortality risk.

D. Use of Diagnosis as a Factor in Allocation

As indicated in the previous two sections, diagnosis is an important predictor of both urgency on the
waitlist and post-transplant survival. The proposed lung allocation system includes several individual
diagnoses as risk factors (see Table 3). Note that no diagnoses are excluded from the allocation algorithm.
The use of selected diagnoses in the algorithm allows for variation in urgency and survival risks for patients
with these diseases from the rest of the disease populations. The overall waitlist and post-transplant
mortality risks for patients with COPD, Bronchiectasis, Sarcoidosis, LAM, pulmonary hypertension,
Eisenmenger’s Syndrome, cystic fibrosis, idiopathic pulmonary fibrosis, pulmonary fibrosis (other), and
obliterative bronchiolitis are factored into the algorithm for organ offers. Candidates who do not fall into
one of these categories are included with other candidates in their major diagnosis group A, B, C, or D as
described in Section 3.A.

Table 3.

Diagnoses Used in Lung Pre-Transplant
And Lung Post-Transplant Models

Four diagnosis groups allow different risk factor effects:
» Group A (COPD + others)
» Group B (PPH + others)
»  Group C (CF + others)
>  Group D (IPF + others)
Additional differences in levels of risk were identified for the following
specific diagnoses:
Obliterative bronchiolitis and bronchiectasis
Eisenmenger’s
Lymphangioleiomyomatosis
Obliterative bronchiolitis (non retransplanted)
Pulmonary fibroses (other)
Sarcoidosis with PA mean > 30 mm/Hg
Sarcoidosis with PA mean < 30 mm/Hg

VVVYYYVYY

E. Mechanics of the Proposed Lung Allocation Algorithm

A lung transplant candidate’s waitlist urgency is measured by the expected days of life during the next
year that would result if the candidate did not receive a transplant (remained on the waitlist). A candidate’s
post-transplant survival is measured by the expected days of life lived during the first year post-
transplant. A candidate’s transplant benefit is measured by the difference between the candidate’s post-
transplant survival measure and their waitlist urgency measure. The proposed lung allocation algorithm
uses clinical characteristics of the individual transplant candidate to predict that candidate’s waitlist
urgency, or, in other words, the expected survival during an additional year if the candidate remains on the
waitlist.* The proposed algorithm also uses the same method to calculate that candidate’s expected post-

* In response to public comment to the prior proposal, the Committee considered whether to use 1-year or
2-year waitlist urgency measure in the algorithm. Allocation scores were not significantly different using
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transplant survival during the first year following transplant’. The expected survival measures are derived
from Cox models for the clinical variables outlined above and are specific to the characteristics of each
transplant candidate.® A candidate’s waitlist urgency measure and post-transplant survival measure are
illustrated graphically as survival curves in Figure E.1. The areas under the two survival curves over the
next year are equivalent to the expected number of days that a patient would live during the additional year
on the waitlist and the expected number of days that the patient would live during the first year after a
transplant, respectively.

Figure E-1
Waitlist Urgency Post-Transplant Survival
Measure Measure
Shaded area under curve = Shaded area under curve =
Expected number of days lived Expected number of days lived
without a transplant during an during the first year
additional year on the waitlist post-transplant

Percent Survival
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60% 60%
40% 40% ¥

20% 20%

o% | e - i . 0% - : L ;
0 180 365 0 180 365
Days on Waitlist Days since Transplant

these two alternative calculations. The Committee then chose to build the current proposed lung algorithm
around the 1-year waitlist survival calculation so that the algorithm could function with the most current
data.

* In response to public comment to the prior proposal, the Committee considered whether to use 1-year or
2-year post-transplant survival measure in the algorithm. Allocation scores resulting from these two
alternative calculations were in very close agreement (correlation greater than 0.999). The Committee then
chose to build the current proposed fung algorithm around the 1-year post-transplant survival calculation so
that the algorithm could function with the most current data. ’

® One of the more common methods for analysis of survival data is the Cox proportional hazards method.
This type of method allows you to determine how having a particular characteristic will change the risk of
death. For example, the method allows you to determine that having a particular condition, such as a
specific diagnosis, is associated with increased risk of death compared to someone without that diagnosis.
The mathematical form of the Cox method requires that the increase in risk for a person with a particular
characteristic when compared to a person without the characteristic is the same at every time point (i.e.,
proportional hazards). Another defining characteristic of this approach is that it does not require specifying
the mathematical form of risk of death for the baseline population, the population without any of the risk
factors.



The transplant benefit for a candidate is the expected extra days of life over the next year if that candidate
were to receive a transplant rather than remain on the waitlist with no future transplant. The proposed
allocation score is calculated from the difference between transplant benefit measure and waitlist urgency
measure (based on the projected days of life during the next year without a transplant). This proposed
scoring system addresses several goals simultaneously, which are motivated by the possibility that there
may be several candidates on the list who may have a similar transplant benefit. Among candidates with
similar transplant benefit, the Committee decided to assign a higher priority to those candidates with higher
medical urgency on the waitlist. This feature of the proposal is designed to improve the likelihood that
lungs are offered in a timely manner to candidates with high benefit by giving higher priority to those high
benefit candidates who are more likely to die if they must wait for the next organ rather than being offered

the current organ.

The proposed scoring system gives equal weight to transplant benefit and waitlist urgency. To show how
the system would work, transplant benefit was plotted against waitlist urgency for a hypothetical group of
candidates (Figure E-2). The proposed allocation score corresponds to moving a 45° line from the upper
left corner to prioritize candidates in the order that the line reaches them on the plot. Figure E-2 shows the
ranking of the first three candidates (identified by integers 1, 2, and 3 near the points on the plot) that
. would be prioritized with the proposed system. The Thoracic Committee determined that it was appropriate
to give equal weight to waitlist urgency as to transplant benefit as the patient with a lower waitlist
urgency (but similar benefit) would be more likely to live longer and have the opportunity to receive
subsequent lung offers. Because the allocation scores can be calculated to an infinite number of decimal
places there will be no tied scores among lung transplant candidates, with the exception of scores of zero.
Time accrued on the waiting list will be used to determine priority among any candidates with scores of
zero for a period of time following implementation of the proposal as more specifically described in

Section 4.H below.

Figure E-2
Waitlist Survival vs. Transplant Benefit with Line Showing
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The proposed algorithm may be understood by considering the following two definitions:

Waitlist Urgency Measure
Expected number of days lived without a transplant during an additional year on the waitlist

Post-transplant Survival Measure
Expected number of days lived during the first year post-transplant

The proposed algorithm will then compute a transplant benefit measure for each lung transplant
candidate by performing the following calculation:

Transplant Benefit Measure
Post-transplant Survival Measure minus Waitlist Urgency Measure

A raw allocation score will then be computed for each lung transplant candidate by performing the
following calculation: :

Raw Allocation Score
Transplant Benefit Measure minus Waitlist Urgency Measure

Finally, the proposed algorithm will use each candidate’s raw allocation score to compute a normalized
Lung Allocation Score from 0 to 100 by performing the calculation in the following box, and the resulting
scores will be used to create a ranked list of candidates:

Lung Allocation Score = [100 x Raw Allocation Score + (2 x365)]

3x365

To illustrate the operation of the proposed system, consider the following 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
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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.

Under the proposal, each lung waitlist candidate’s Lung Allocation Score on the normalized 0-100 scale
will maintain decimal places so that tied scores do not occur. In addition to the Lung Allocation Score, a
percentile ranking will be available to illustrate the relative placement of their score in relation to other

candidates on the waitlist.

F. Equity of the Lung Allocation Score

Equity of the proposed policy was shown by demonstrating a large overlap in lung allocation scores among
2,233 candidates age 12 or above who were active on the lung waiting list on January 1, 2003. Figures F-1
to F-4 show the distribution of lung allocation scores by gender, race/ethnicity, diagnosis group and age,
with the scores calculated using the proposed algorithm, as noted in Section E above. In all figures, higher
lung allocation scores (y-axis, not labeled) correspond to higher priority for receiving a transplant. There is
a large overlap in lung allocation scores among groups by gender, race/ethnicity, diagnosis, and age.

Figure F-1

Allocation Scores for 1/1/2003 Lung Candidates
by Gender

All Female Male
(n=2233) (n=1259) ' (n=974)
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Figure F-2

by Race

Allocation Scores for 1/1/2003 Lung Candidates
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Figure F-3

by Diagnosis
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Figure F-4

Allocation Scores for 1/1/2003 Lung Candidates
by Age Group

All 12-17 18-24 25-34 35-44 45-54 55-64 65-74

(n=2233) (n=89) (n=139) (n=218) (n=341) (n=583) (n=795) (n=68)

G. Pediatric Candidates and Pediatric Donors

Pediatric candidates make up a small but important percentage of the lung transplant waitlist. In
determining how best to allocate donor lungs to this group, the Subcommittee examined, by age, candidates
on the OPTN waitlist to determine the incidence of diagnosis, patterns of outcomes, and the impact of
patient age on waitlist mortality and outcomes. From this analysis, the Subcommittee determined that
pediatric lung candidates age 12 years and older were similar in spectrum of diagnosis and outcome to adult
lung candidates. The data also demonstrated that pediatric candidates under age 12 had a different
spectrum of diagnoses and outcomes from lung candidates 12 years and older. Upon further study of the
available data, the Subcommittee found that, over the past seven years, only 135 lung transplants had been
performed on patients under age 12. Of that number, 92% were transplanted with lungs recovered from
donors under age 12.

Based on the analysis outlined above, the Lung Allocation Subcommittee, divided pediatric candidates into
two groups: adolescent candidates (12-17 years) who will receive offers based on Lung Allocation Score
along with adult candidates, and young pediatric candidates (0-11 years) who will receive offers based on
waiting time. When young (age 0-11) candidates reach age 12, they will be prioritized for donor lungs
based on their Lung Allocation Score.

The age demarcation for pediatric candidates was also created to allow for practical considerations; size is
an important factor in assessing donor lung suitability. Most younger pediatric donor lungs are best suited
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for a younger pediatric candidate of similar size. The Subcommittee also noted that it is rare in clinical
practice to reduce the size of adult donor lungs for transplant into a young pediatric candidate.

The OPTN/UNOS Pediatric Transplantation Committee supported the goals of the lung proposal submitted
for public comment in August 2003, but was concerned that the lung allocation algorithm, as then written,
did not fully address issues of importance to ensure equitable lung allocation to pediatric candidates.
Pediatric patients experience specific challenges when waiting for transplant. Children and adolescents face
ongoing growth failure and development issues that increase urgency for transplant. In order to address
these concerns, the Pediatric and Thoracic Committees established the Joint Pediatric-Lung Allocation
Subcommittee. Through the collaborative efforts of the Joint Subcommittee, the current lung allocation
proposal recognizes these pediatric needs and differences by assigning levels of pediatric preference in the
allocation of pediatric donor lungs.

The proposed lung allocation algorithm will offer adolescent (age 12-17) donor lungs first to adolescent
candidates (age 12-17) based on their Lung Allocation Score, then to candidates age 0-11 based on waiting
time, and finally to adult candidates (age 18+) based on their Lung Allocation Score. Lungs from young
pediatric donors (age 0-11) will be offered first to candidates aged 0-11 by waiting time, then to adolescent
candidates based on the Lung Allocation Score, finally to adult candidates based on their Lung Allocation
Score. Lungs from donors age 18 and older will be offered first to candidates 12 years old and older based
upon their Lung Allocation Score, and then to younger pediatric candidates 0 — 11 years based upon their
waiting time. '

A similar allocation sequence was modeled by the SRTR and reviewed by both the Pediatric and Thoracic
Committees. In the statistical simulation model of a proposed allocation system with assigned adolescent
and young pediatric candidate preference, the number of lungs transplanted into pediatric recipients more
than doubled from the model’s projections for the current system. The model shows that the proposal first
submitted for public comment also would increase the number of pediatric lung transplants. The number of
pediatric lung transplants is highest under the system most similar to the present proposal assigning
preference for children in the allocation of all pediatric donor lungs. The Committees were cautioned to
assess trends suggested by the model rather than actual numbers, which for children are expected to be
small relative to adults. Finally, the analysis suggests a decrease in lung waitlist deaths and increase in
lung post-transplant deaths with either of the modeled proposed systems. Differences between the two
modeled proposed systems are relatively small. The Committees concluded, therefore, that the present
proposal provides greatest opportunity for additional pediatric transplants with minimal, if any, expected
disadvantage to pediatric or adult patient survival.

Assigning priority to pediatric lung candidates follows a precedent established by and currently used in
other organ allocation systems. Currently, in the allocation systems for kidney, liver, and heart, pediatric
(0-17 years) candidates are assigned some form of priority to address and acknowledge the growth and
development concerns as well as, in the case of liver and heart, the benefit of effective matching for age to
improve post-transplant function and survival.

Adolescents make up approximately twenty percent of all deceased lung donors 12 years and older. When
compared to adults on the waiting list, a higher proportion of children and adolescents die awaiting lung
transplants and a smaller proportion receive lung transplants. The proposed lung allocation system, with
assigned pediatric preference, may help to improve the opportunity for transplant for adolescent candidates.
The Joint Pediatric-Lung Allocation Subcommittee and full Committees acknowledge that the proposed
system will not directly address improving access to donor lungs for younger pediatric (0-11years)
candidates. The Joint Pediatric Lung Allocation Subcommittee is committed to exploring additional
options, including development of a waitlist urgency/transplant benefit system for younger pediatric
patients. Hopefully, as additional data are collected as a result of the implementation of this proposal,
development of suitable models for this age group will become possible. Once developed, such models
would be recommended as further enhancements to the policy.
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H. The Role of Accrued Waiting Time

Because the proposed system prioritizes lung transplant candidates age 12 and older based on their survival
benefit and waitlist urgency, waiting time will not play a role for this group in the proposed lung allocation
system. Waiting time accrued by transplant candidates aged 12 and older on the lung waitlist will not alter
their priority for organ allocation under the proposed algorithm, with the exception of candidates with lung
allocation scores of zero (candidates with no or incomplete data entered by the implementation date will
receive a Lung Allocation Score of zero). Time accrued on the waiting list as of the proposed system’s
implementation date will be used to determine priority for lung offers among these candidates for a period
of six months at which time the mechanism for assigning allocation priority among candidates with scores
of zero will be re-evaluated. This permits candidate waiting time accrued as of the time of policy
implementation to continue to have some impact in lung allocation for candidates age 12 and older for
some time, but anticipating that a more clinically relevant method for assigning priority among patients
with lung allocation scores of zero will be developed as experience with the system is gained. Waiting time
will continue to play a role for candidates under age 12, as those candidates will continue to be prioritized
for lung allocation according to the amount of time they have accrued on the waiting list and their ABO

type.

I Entry of Candidate Variables

To ensure that candidates receive allocation priority accurately reflective of their waitlist urgency and
transplant benefit, it is important that candidate clinical data are entered upon listing. These data include a
number of variables. The values for some of the variables will be available as a result of current
requirements for waitlisting. It is expected that values for remaining required variables will be available for
almost any patient considered to be an eligible candidate for lung transplantation. These variables will
need to be entered into the system as part of the waitlisting process. Finally, there may be candidates
whose medical condition precludes the performance of a test that is required to obtain a value for a
variable. The Subcommittee determined that only in this last situation is the absence of actual candidate
data acceptable. The Subcommittee developed the following rules to address each of the possible

scenarios:

° No candidate clinical data upon listing: The candidate would be assigned a Lung Allocation Score
of zero. Candidates with a Lung Allocation Score of zero will have the lowest priority compared
to all other candidates with Lung Allocation Scores.

. Incomplete candidate clinical data upon listing: The candidate would be 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.

. Candidate _medical condition precludes test necessary to obtain clinical data: In the case of a
required value for a test or procedure that cannot be safely performed UNet™ would be
programmed to permit an override by the listing transplant program, with permitted entry of a
estimated value deemed medically reasonable. Candidates who have override values entered will
be reviewed automatically by the Thoracic Committee to determine whether such override values
are appropriate and whether additional action is warranted.

J Updating Candidate Variables

To further ensure candidates receive allocation priority appropriate to their actual waitlist urgency and post-
transplant survival, it will be important that candidate clinical data not only are entered upon listing but that
they are then kept up-to-date. Physicians would be permitted to update these data at any time they believe
a change in patient medical condition warrants such modification. The Lung Subcommittee has discussed
the possibility of requiring data updates at specified intervals. This may be necessary to ensure that
candidates’ Jung allocation scores continue to reflect waitlist urgency and transplant benefit throughout the
course of their treatment while waiting for a lung. There was concern, however, that certain procedures
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involved in acquiring these clinical values are invasive and would not ordinarily be repeated absent the
proposal’s mandate. It might be expected that opportunities for updating lung allocation scores will be
more prevalent and have greater consequence at relatively higher score thresholds. It is not possible at this
time, however, to know what these thresholds might be.

As an alternative to incorporating any requirement for periodic updates of candidate clinical data in the
proposal at this time, the Lung Subcommittee decided to include this general discussion of the issue, along
with notice that such a provision is being considered for future implementation. The Lung Subcommittee
anticipates that once some experience with the allocation system is gained, one or more threshold lung
allocation scores will be selected for required periodic updating of candidate medical data, at least those

variables that do not require invasive testing.

K Allocation of Heart-Lung Blocs

Under the proposed lung allocation algorithm, heart-lung candidates will continue to appear on both heart
and lung match runs. Heart-lung candidates aged 12 and above will receive a Lung Allocation Score as
described above. Heart-lung blocs will be allocated according to the existing policy for heart-lung
allocation, Policy 3.7.7 (Allocation of Thoracic Organs to Heart Lung Candidates). It is intended that the
proposed lung allocation algorithm will prioritize heart-lung candidates on the waiting list in conjunction
with the isolated lung transplant candidates. ‘

L Implementation of the Proposed Lung Allocation Algorithm and Transitioning of Candidates on
the Waiting List

The Lung Subcommittee anticipates that the proposed lung allocation algorithm will be implemented upon
final approval by the OPTN/UNOS Board of Directors and upon completion of computer programming. At
that time, the proposed lung allocation will apply to all candidates already registered on the lung waitlist
and all candidates who register on the waitlist thereafter. Transplant centers will be notified of the policy
modifications and provided a period of approximately six months to record necessary medical data in the
UNet system for candidates listed at that time. Implementation of the algorithm itself would then follow by

approximately three months.

To help ensure a smooth transition to the modified lung allocation algorithm and entry of candidates’
medical values in preparation for implementation, the Committee determined that candidates who are
already registered on the waitlist on the date of implementation and who have no or incomplete data will
receive a Lung Allocation Score of zero. Candidates with a Lung Allocation Score of zero will have the
lowest priority compared to all other candidates. with Lung Allocation Scores; they will be prioritized
within the group of candidates with scores of zero based on the waitlist time they have accrued as of the
time of policy implementation and their ABO blood type.

5. Additional Proposals to Support the Ongoing Development of the Lung Allocation Algorithm

A. Data Collection

The proposed lung allocation algorithm is the first step in a continual process of improving the lung
allocation system. A crucial part of its success is the ongoing evaluation of the diagnostic variables that are
collected for lung transplant candidates. Echoing the concerns of the lung transplant community that more
variables should be evaluated in relation to the lung allocation algorithm, the Lung Allocation
Subcommittee, with the assistance of non-transplant pulmonologists, developed a plan to collect and
evaluate specific lung variables. (Attachment A).

The Subcommittee proposed to abstract a set of lung diagnostic variables from the medical files of a
selected cohort of transplant candidates and transplant recipients from centers around the country. Many of
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the variables proposed to be collected are not among those currently collected by UNOS on the Transplant
Candidate Registration form. This additional retrospective data will be analyzed in conjunction with the
proposed allocation system in order to further improve the system. The allocation algorithm will also be
improved by the prospective ongoing collection of serial clinical data from transplant candidates and
transplant recipients.

On June 26, 2003, the Board of Directors approved the following resolution:

** RESOLVED, that the OPTN/UNOS begin the retrospective collection of specific diagnostic
variables ... at selected lung transplant centers on a selected cohort of waitlisted and transplanted
lung patients for the purpose of gathering the data necessary for the ongoing refinement and
improvement of the proposed lung distribution algorithm.

The data collection portion of this project began in December 2003, and will be complete by April 2004.
Analysis of the data gathered by the project will begin immediately thereafter.

B. Regular and Periodic Review

To further support the ongoing improvement of the lung allocation algorithm, the Lung Allocation
Subcommittee and the full Thoracic Committee will conduct regular reviews of the lung algorithm and the
associated policies pertaining to the allocation of lungs at approximate six-month intervals. Risk factors
used in the algorithm will be calculated from the most current 3-year cohort of patients for both
waitlist urgency and post-transplant survival. The Committee will continually assess factors affecting
waitlist urgency and post-transplant survival to confirm the accuracy of hazard ratios, update survival by
diagnosis, determine if different diagnostic factors should be used in the algorithm, and evaluate the impact
of the algorithm on the number of deaths among transplant candidates and recipients. The Subcommittee
and Committee believe that the ability to continually and rapidly update the calculation of Lung Allocation
Score to account for the most recent data studied by the Committee is essential to ensure ongoing equity
and efficiency in lung allocation. The Subcommittee and Committee propose, therefore, that upon
recommendation by the Committee of changes to the variables determined to be important predictors of
waitlist urgency and post-transplant survival, these changes will be implemented as part of the policy and
reported retrospectively to the Board of Directors. This would mean that changes to the policy possibly
impacting data submission requirements for programs and allocation priority for candidates in need of lung
transplantation could be made without seeking public comment and without prior Board approval -

6. Policy Proposal

At the January 23, 2004, meeting of the OPTN/UNOS Thoracic Organ Transplantation Committee, and the
February 20, 2004, meeting of the Lung Subcommittee, the following policy amendments were approved to
be submitted for public comment:

RESOLVED, that the following proposed modifications to Policies 3.7.6 (Status of Patients
Awaiting Lung Transplantation), 3.7.9.2 (Waiting Time Accrual for Lung Candidates with
Idiopathic Pulmonary Fibrosis (IPF)), and 3.7.11 (Allocation of Lungs) be submitted for public
comment.

3.7.6  Status eof Patients Awaiting Lung Allocation Fransplantation All-patients
awaitine—isolatedJung-transplantation-are—considered—to—be-the—same—urgesn
ion—Candidates are assigned

priority in Jung 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,
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which is calculated using the following measures: (i) waitlist urgency
measure (expected number of days lived without a transplant during an
additional vear 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

Forced vital capacity (FVC)

Pulmonary artery (PA) systolic (Group A, C. D’
O, required at rest (A, C, D)

Age

Body mass index (BMI)

Insulin dependent diabetes

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

8. Six-minute walk distance

9. Ventilator use

10. Diagnosis

NV AW~

Table 2

! Group A includes candidates with obstructive lung disease, including without limitation, chronic
obstructive pulmonary disease (COPD), alpha-1-antitrypsin deficiency, emphysema,
lvmphangioleiomyomatosis, 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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Factors That Predict
Survival After Lung Transplant

FVC (Group B, D)

PCW pressure > 20 (Group D*)
Ventilator use

Age

Creatinine

Functional Status (NYHA class)
Diagnosis

NAUnE LN =

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 vear 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 vear on the waitlist and 262.9 days post-
transplant  during the following vear 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
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3.7.7

3.7.8

3.7.9

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 vears old are assigned

priority for Jung offers based upon waiting time.

3.7.6.3 Candidate Variables in UNet"™. Entry into UNet'™ of candidate

Alloca

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 UNet’"" 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

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.

tion of Thoracic Organs to Heart-Lung Candidates (No changes)

ABO Typing for Heart Allocation (No changes)

3.7.8.1

3.7.8.2

Time

Heart Allocation to Pediatric Candidates Registered Under Blood
Type “Z.” (No changes)

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.

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.

Waitin

g 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
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3.7.10

3.7.11

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 Impl ; {1 Al ion S D ibed

. 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
wit

zeroA—lung—transplant—eandidate
00-days-of-additiona aitine-time

Sequence of Heart Allocation (No changes)

Sequence of Adult Donor Lung Allocation ef 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 purpeses. 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 vears 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 patieatscandidates 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;
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vi.

vii,

Viil.

iX.

XI.

xii.

xiii.

Xiv.

XV.

XVI.

XVii.

Xviii.

XiX.

XX.

Next, locally to ABO compatible patientscandidates age 12 and
older according to Lung Allocation Score in descending order;
Next. locally to ABO identical candidates 0 _— 11 years old

-according to length of waiting time;

Next, locally to ABO compatible candidates 0 — 11 years old
according to length of waiting time:

Next, to ABO identical patientscandidates age 12 and older in
Zone A according to Lung Allocation Score in descending order;
Next, to ABO compatible patientscandidates age 12 and older in
Zone A according to Lung Allocation Score in descending order;-
Next. to ABO identical candidates 0 — 11 years old in Zone A
according to length of waiting time;

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

Next, to ABO identical patientscandidates age 12 and older in
Zone B according to Lung Allocation Score in descending order;
Next, to ABO compatible patientscandidates age 12 and older in
Zone B according to Lung Allocation Score in descending order;
Next, to ABO identical candidates 0 — 11 years old in Zone B
according to length of waiting time: _

Next, to ABO compatible candidates 0 — 11 years old in Zone B
according to length of waiting time:

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

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

Next, to ABO identical patientscandidates age 12 and older in
Zone D according to Lung Allocation Score in descending order;
Next, to ABO compatible patientscandidates age 12 and older in
Zone D according to Lung Allocation Score in descending order;
Next. to ABO identical candidates 0 — 11 vears old in Zone D
according to length of waiting time; and

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 vears
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 vears old awaiting a single or double lung transplant

will be srouped 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.

Lunes from donors 0 — 11 vears old will first be offered to candidates age 0

— 11: then to candidates age 12 — 17; then to candidates 18 years and older.

Lunes will be allocated locally first, then to candidates in Zone A, then to
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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 vears old is as follows:

il.

1ii.

i. First locally to ABO identical candidates 0 — 11 vyears old

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

according to length of time waiting:
Next, locally to ABO identical candidates 12 — 17 vyears old

according to Lung Allocation Score in descending order;

iv. Next, locally to ABO compatible candidates 12 — 17 vears old

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

Vi.

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

vil.

according to Lung Allocation Score in descending order;
Next, to ABO identical candidates 0 — 11 vears old in Zone A

viil.

according to length of time waiting;
Next, to ABO compatible candidates 0 — 11 vears old in Zone A

according to length of time waiting;
Next, to ABO identical candidates 12 — 17 vears old in Zone A

according to Lung Allocation Score in descending order;
Next, to ABO compatible candidates 12 — 17 vears old in Zone A

XI.

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

Xil.

A according to Lung Allocation Score in descending order;
Next, to ABO compatible candidates 18 vears old and older in

xlii,

Zone A according to Lung Allocation Score in descending order;
Next, to ABO identical candidates 0 — 11 years old in Zone B

Xiv.

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

XV.

according to length of time waiting;
Next, to ABO identical candidates 12 — 17 vears old in Zone B

XVvi.

XVil.

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

XViii.

XiX.

B according to Lung Allocation Score in descending order;

Next, to ABO compatible candidates 18 vears old and older in
Zone B according to Lung Allocation Score in descending order;
Next, to ABO identical candidates 0 — 11 vears old in Zone C

XX.

according to length of time waiting;
Next, to ABO compatible candidates 0 — 11 vears old in Zone C

XXi.

according to length of time waiting;
Next, to ABO identical candidates 12 — 17 vyears old in Zone C

XXil.

according to Lung Allocation Score in descending order;
Next, to ABO compatible candidates 12 — 17 vears old in Zone C
according to Lung Allocation Score in descending order;
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xxiii Next. to ABO identical candidates 18 vears 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 vears 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.

Lunes from donors 12 — 17 vears old will first be offered to candidates age
12 — 17 vears 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:

1. First locally to ABOQ 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 vears 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 vears 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 vears old in Zone A
according to length of time waiting; v

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;
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Xiii.

Next, to ABO identical candidates 12 — 17 years old in zone B

Xiv.

according to Lung Allocation Score in descending order:
Next, to ABO compatible candidates 12 — 17 years old in zone B

XV.

according to Lung Allocation Score in descending order;
Next, to ABO identical candidates 0 — 11 vears old in Zone B

XVi.

XVil.

according to length of time waiting;

Next, to ABO compatible candidates 0 — 11 years old in Zone B

according to length of time waiting;
Next, to ABO identical candidates 18 vears old and older in Zone

Xviii.

Xix.

B according to Lung Allocation Score in descending order;

Next, to ABO compatible candidates 18 vears old and older in
Zone B according to Lung Allocation Score in descending order;
Next, to ABO identical candidates 12 — 17 vears old in zone C

XX.

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

Xxi.

according to Lung Allocation Score in descending order;
Next, to ABO identical candidates 0 — 11 years old in Zone C

XXI1i.

xxiii.

according to length of time waiting;
Next, to ABO compatible candidates 0 — 11 years old in Zone C
according to length of time waiting;
Next, to ABO identical candidates 18 years old and older old in

XXIiv.

XXV.

Zone C according to Lung Allocation Score in descending order;
Next, to ABO compatible candidates 18 vears old and older in
Zone C according to Lung Allocation Score in descending order;
Next, to ABO identical candidates 12 — 17 vyears old in zone D

XXVi.

according to Lung Allocation Score in descending order:
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 vears old in Zone D

according to length of time waiting;

xxviii.Next, to ABO compatible candidates 0 — 11 years old in Zone D

XXiX.

XXX.

according to length of time waiting;

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

7. Lung Subcommittee Action and Path Forward

At the May 14, 2004 meeting, the Lung Subcommittee met to respond to public comment. 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. The proposal was
reviewed by the Regions and received overall support in 9 of 11 Regions.

In response to public comment and from its own deliberations, the Lung Subcommittee and the Thoracic
Committee made several revisions to the policy proposal that was submitted for public comment and
agreed to incorporate those revisions into the final proposal to be submitted to the Board of Directors for
approval. The final proposal will include the following changes:
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e A Lung Regional Review Board will be created as 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 create the review mechanism with general policy language in the
proposal, 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.

e  Transplant centers will be required to update their candidates’ clinical diagnostic values on the
UNet system at least one time every six months.

e  Because of risks associated with the procedure, collection of clinical diagnostic variables that are
obtainable only by right heart catheterization will be left to the discretion of the transplant center.

In addition, the Subcommittee agreed to produce easy-to-understand materials to explain the new lung .
allocation system to patients and transplant professionals. The Subcommittee also recommended holding a
national forum within the first two years following implementation to gather feedback from the transplant

community on the new system.

The Thoracic Committee intends to submit the proposed changes to lung allocation policy to the Board of
Directors at the June 24-25, 2004 meeting. If approved, UNOS will undertake programming and
implementing the lung allocation system. It is expected that data from the Retrospective Lung Data
Collection project will be fully analyzed by the November 2004 Board of Directors meeting. It is also
expected that the first revisions to the lung allocation system based on the retrospective data analysis will
be presented by the Thoracic Committee at that meeting.
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Attachment A

Patient Lung Data Variables to be Collected

It is the intent of the OPTN/UNOS Lung Allocation Subcommittee to collect the following data from the
medical records of selected lung transplant patients on the waitlist. All pulmonary function tests and heart
catheterization data are to be collected from the time of listing through the date of the most recent available
tests, including the time of transplant, if applicable. All other data is to be collected at the time of listing,
and at the date of the most recent available responses, including the time of transplant, if applicable. If, in
the event serial data is available for these remaining categories, data is to be collected at the time of listing,
at six-month intervals thereafter through the date of the most recent responses, including the date of
transplant, if applicable.

(* indicates data not currently reported to the OPTN at the time of listing)
Basic:

Age

Height

Weight

*Hematocrit and Hemoglobin

Arterial Blood Gases:
PaCOz
*PaOz

*QOxygen saturation

Severity of Illness:

6-Minute walk distance with report of O, used

Ventilation. (Collect and date all PFT'’s from the date of listing through the date of the most
current test, or the time of transplant, if applicable)

FVC (absolute and % predicted)

Post-bronchodilator FEV, (absolute and % predicted)

*TLC (absolute and % predicted)

*FEF25.75 (absolute and % predicted)

*Peak Expiratory Flow *

*Lung Residual Volume *
(These items were added, following the May 9, 2003, meeting, at the suggestion of
Michael Krowka, MD. He noted that these two measures of pulmonary function
combined with FEV, are a more complete indicator of the severity of COPD than FEV

alone.)
*DLCO (absolute and % predicted)

Blood Flow: (Collect and date all PFT’s from the date of listing through the date of the most
current test, or the time of transplant, if applicable)

Cardiac output (cardiac catheterization, echocardiography, radionuclide scintigraphy)
Pulmonary artery pressure (mean, systolic, and diastolic)
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*Pulmonary vascular resistance

*Right ventricle ejection fraction

*Left ventricle ejection fraction (echocardiography)

*Tricuspid regurgitation (cardiac catheterization, echocardiography)

Physiologic Reserve:

Right Heart Dysfunction:

*Right atrial pressure / central venous pressure
*Bilirubin :

*Serum glutamate oxaloacetate transaminase (SGOT)
*Serum glutamate pyruvate transaminase (SGPT)
*INR

Albumin

*Evidence of ascites

Other Organ System Dysfunction:

*Evidence of arrhythmia (atrial, block, ventricular)

Evidence of angina

Serum Creatinine

New York Heart Association class (functional capacity)

*Admissions to hospital (Collect all dates and reasons Jor readmission from the date of listing
through the present- ICD-9-CM code)

Evidence of diabetes

*History or cerebral vascular disease (CVA and TIA, separately)

History of peripheral vascular disease

Disease Specific Data Elements:

Group IPF:

*Pathologic Diagnosis (desquamative interstitial pneumonitis [DIP] vs.
usual interstitial pneumonitis [UIP])

Group CF:

*Lung organism microbiology (dates and types)
*Evidence of pancreatic insufficiency

Donor Organ Viability and Suitability:

Data to be obtained from the Deceased Donor Registration form — no new data.
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Summary of Public Comments

Allocation of Lungs: Proposed Amended OPTN/UNOS Policy 3.7.6 (Status of Patients Awaiting
Lung Transplantation), Policy 3.7.9 (Time Waiting for Thoracic Organ Candidates), Policy 3.7.9.2
(Waiting Time Accrual for Lung Candidates with Idiopathic Pulmonary Fibrosis (IPF)), and Policy
3.7.11 (Allocation of Lungs)

As of 5/9/2004, 199 responses have been 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. Comments on the proposal received to date are as follows:

I: Individuals Comments:

Comment 1:
vote: Oppose

I am a patient with cystic fibrosis and have I accrued over a year and a half on the lung transplant
list. T am currently close to being activated for transplant. My lung transplant center would have
activated me in March if I did not express the deep desire to graduate from school in May. When 1
am activated I will move over 800 miles from my home to the city of my transplant center. My
parents will also leave their home, take leaves of absences from their jobs, to live with me and be
my caregivers. We will therefore need to rent an apartment while we wait for the call. However,
after reading the proposed amendment to the allocation of lungs, and discussing them with my
doctor, 1 am certain that I would not qualify for "top" priority. My condition is very serious, and I
have been struggling for a long time. All my doctors believe that we are quickly running out of
options with my current lungs, and all strongly recommend I have a lung transplant soon. I attempt
to remain very active, I do not use oxygen (a proposal factor), partly because I make sure take
excellent care of myself and I know regular exercise will make my transplant more successful.
Moreover, I know that I would likely not be "high" priority, because there are patients waiting with
lower PFT's. Thus, if these proposals do pass, I ask you to consider patients such as me when you
are choosing a date to make them effective. I will be in an unknown city, in a rented apartment,
waiting for much needed lungs. At one point I will have been told that I am the next person to be
called for my lung specifications. But then, if these proposals become effective during this time, I
will likely be told that I am suddenly not next and will have to wait longer. Thus, I will cause my
parents more expense due to their leaves from work and they will incur additional expenses because
we will need to live away from home longer. This situation would cause my family an even bigger
financial burden. In addition, we would feel great emotional anxiety because the "rules" will feel
like they "keep changing" thus possibly shaking our confidence with the entire transplant process.
Currently, I feel very confident because I know transplant centers are experienced and have
established rules and guidelines that enable them give me a very successful transplant procedure.
Please, when considering these proposals and a possible date to make them effective, please
consider people in this situation. We are all very sick and we all need lungs very badly. Please if
choosing an effective date, allow enough time for patients to get acclimated to the new proposals, so
the changes won't cause additional anxiety, panic and expense during a very frightening time.

Committee Response:

There will be a sufficient period of time until implementation of the lung allocation algorithm that
will be sufficient for transplant centers to adjust to the new system, screen their patients, and enter
their patient’s clinical diagnostic values into the system.



Comment 2:
vote: Oppose

1. The change to the new system for thoracic organ allocation is an unfunded mandate. In order to
comply with the new system centers will need to hire additional administrative and clinical
personnel. There is no method for financial support of these new requirements. 2. The clinical
testing required under the new system to obtain listing for lung or heart-lung transplantation, and for
subsequent periodic updates of status, will represent a significant barrier to obtaining a transplant
for many patients. At best such additional testing will prove inconvenient to patients, and at worse,
it may prove dangerous. For example, requiring right heart catheterization to obtain hemodynamic
data in critically ill cystic fibrosis patients is only justified if such information has proven
prognostic and diagnostic utility. In this instance there is no data supporting such a practice. 3. The
UNOS database alone does not provide for an accurate prognosis in patients awaiting lung and
heart-lung transplantation. Prognostic models of proven utility already exist and include variables,
which are not included in the proposal. For example, the Liou prognostic model for survival in
cystic fibrosis, and the CF Foundation Registry are well validated and contain important variables
for prediction of outcome in CF patients which are not included in the UNOS database. Similarly an
NIH trial of survival in patients with pulmonary arterial hypertension generated an important
prognostic equation for patients with PAH and important variables from this study are not included
in the current proposal. 4. The new system may encourage clinical practices that are not in the best
interest of patients with end-stage pulmonary disease. a. Employing ventilator use as a factorto
predict the risk of death on the list may but may provide for worse overall clinical outcomes. It is
unclear that patients who are invasively ventilated should hold onto their "priority" for risk of death,
thus higher priority for transplant, beyond a set time period. That is, patients on ventilators are
known to accumulate complications, including nosocomial infections, at an accelerating rate based
on days on the ventilator. Thus under the new system if these patients are given higher priority and
thus receive transplants the principal of optimizing benefit will be violated as they may suffer much
worse outcomes following transplantation. The new policy may encourage centers to place patients
on ventilators in the hopes of improving their place on the waiting list. Such decisions may be in
conflict with the best interests of the patients and could be to the detriment of their medical care,
which, in critically ill patients, includes appropriate discussions of end-of-life care, the
reasonableness of certain interventions, an understanding of the concept of futility and the role of
any advanced therapy in a patient with little chance of meaningful survival. b. The use of insulin
dependent diabetes as a factor used to predict risk of death on the list may advantage some of the
worst candidates for transplantation. The inclusion of this criteria may be meant to benefit cystic
fibrosis patients with CF-related diabetes but its unintended effect may be to prioritize for transplant
a group of patients who in general are at higher risk for operative and post-operative transplant
complications, and thus poorer outcomes. 5. The new scoring system is too complex and will
generate confusion among patients and their providers. The concept of "waiting time’ on the list
under the current system is easily understandable to patients and their families, and despite its
limitations the current system offers less opportunity for misuse and misunderstanding.

Committee Response:

The Subcommittee acknowledges that in some instances there may be increased costs
associated with complying with the data-entry components of the proposed lung
allocation system. However, the Committee feels that these cost increases will be
minimal over time. Periodic updates of clinical variables on the system are essential to
providing current information on candidates’ medical conditions and are essential to
maintaining the accuracy and fairness of the system. The Subcommittee acknowledges
the risks to specific patients during a right-heart catheterization, and has agreed to leave
the frequency of this testing to the discretion of the treating physicians. The
Subcommittee acknowledges that a variety of test data exist on patient groups, however,
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the UNOS database was used as a central repository of data specific to lung
transplantation and common to all patients on the UNOS lung waitlist. The
Subcommittee has recently completed a data collection project to recover retrospective
serial data on a large sample of individual patients at centers around the country. The
data analysis from this project will be used to update the lung allocation algorithm with
additional factors that may prove to be predictive of transplant urgency and benefit in
patients. The Subcommittee considered ventilator use as a factor in predicting urgency
and benefit, and acknowledges the pre-transplant and post-transplant risks assocociated
with ventilator use. It is likely that the lung allocation will offset these two risk factors
before and after the transplant. The data evaluated by the Subcommittee suggested that
insulin-dependent diabetes is a factor predictive of survival and should be used in the
proposed algorithm. The Subcommittee understands the complexity of the proposed
system, and following implementation of the system, the Subcommittee will begin work
on explanatory materials for patients and their families.

Comment 3:
vote: Oppose

Allows for arbitrary opinions considering "most benefit" which could lead to abuse of the organ
distribution system by wealthy or influential individuals waiting for organs.

Committee Response:

Wealth and social position are not factors in allocation of lungs or any other organ.

Comment 4:
vote: Oppose

Alpha-1 Association Newsletter -April 2004 “Lung Transplants - HHS’s OPTN/UNOS Annual
Report for 2003” by Bettina Irvine Lung and liver transplants are the end stage treatment for Alpha-
1 patients. Over 1,600 of Alphas were transplanted over the last decade, about the same as cystic
fibrosis. About half were lungs and half were liver. This Annual Report focuses on the controversy
over the allocation of lungs. The present allocation system, which has worked well for so many, is
“time on the list”, as well as blood type and size. Patients are listed only when they meet established
medical criteria. The standard is an FEV1 of less than 25%, when many of us are on oxygen and
struggling. Certain other lung diseases may get special consideration: an extra 90 days of accrued
wait time for IPF, or more liberal criteria encouraging a timely evaluation and listing. The
OPTN/UNOS Subcommittee for Lung Allocation seems to suggest that patients with obstructive
lung disease are "gaming" the system by being listed too early and that there are no survival benefits
for the large number of patients with COPD. The subcommittee has recommended replacing “time
of the list” with a new system based upon disease category prioritizing the “sickest” groupings and
without grandfathering patients currently waitlisted. Alphas have joined other patient groups in
raising serious objections to the proposed change. Lumping Alpha-1 into a larger disease category
including COPD, LAM and Sarcoidosis negates Alpha-1’s unique genetic origins as well as the
positive post TX long term survival statistics. If enacted, says Dr. Sandy Sandhaus, Clinical
Director of the Alpha-1 Foundation, the changes “raise the specter that Alpha-1 patients may never
receive transplants.” Miriam O’Day, the head of A1A’s new Public Policy Office, submitted a joint
letter from the Alpha-1 Association and the Alpha-1 Foundation expressing our concerns. We were
joined in our opposition by the Pulmonary Hypertension Association, COPD-ALERT, EFFORTS,
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the Bioethics Center of University of Minnesota, and the American College of Chest Physicians and
the OPTN/UNOS Pediatric Transplantation Committee. As a direct result of Miriam O’Day’s
successful advocacy efforts, the head of HHS’s Division of Transplants wrote her saying the
proposed change in the allocation system had been delayed until our concerns were addressed.
According to the published minutes of OPTN/UNOS board meeting in November, there was
overwhelming opposition to the subcommittee’s proposal. Of the 163 who responded with opinions,
71% opposed the proposal and 29% supported it: over 2-to-1 against. Of the 11 UNOS Regions, 5
opposed it, 5 supported it and one supported it but only with amendments. Moreover, it was noted
in the minutes that two of the Regions which supported the measure met in a combined session, and
“only two physicians/surgeons currently involved in thoracic organ transplantation were present for
the discussion”. After reviewing these comments, the consensus is that for appropriate disease
grouping, more up-to-date serial data collection on each disease is needed and long-term survival
should be a key factor in forming the algorithms. Moreover, before implementing any new
allocation system, there should be an analysis done prospectively for a one year period and then
presented again to UNOS, based upon stronger data in order not to be stuck with a new system
which is just as subjective as the one presently in place. Any proposal also must be written in a
manner easily understood by the layman. A new updated proposal is being prepared for public
comment this spring, which may be considered at the June board meeting of OPTN/UNOS. Alpha-1
organizations are in the process of organizing a one day roundtable discussion representing patient
advocates who have responded to the proposed system. The roundtable aims to capture the end-user
patient perspective and organize this into public comments for UNOS. It is important that a fair and
equitable access be given to this scarce resource, the ultimate gift of life. The debate is ongoing. Dr.
Arthur Caplan, Director of Center for Bioethics at the University of Pennsylvania Medical School
endorses the call for a public meeting. He believes the public which donates lungs does so in the
belief that it is saving lives regardless for the reason for lung failure. Dr. Caplan says it is absolutely
crucial that all segments of those involved in lung transplantation- medical groups, donors, donor
families and potential recipients and their families - fully understand and support the rules and
algorithms used to allocate these scarce life-saving resources. He calls upon HHS to create a forum
in which the allocation of lungs for transplant and for research can be openly and fully discussed.

Committee Response:

The Subcommittee acknowledges that the current-time waiting system has been effective for
those patients who have received a transplant under the system. However, the Subcommittee
believes that a system based on urgency and benefit and actual clinical diagnostic data, not
waiting time, would have greater benefits and successful results for a far greater number of
transplant candidates than the current system. The genetic origin of Alpha-1 is not a factor
in allocation, rather, objective clinical diagnostic data are factors for all allocation of lungs to
patients with all lung diseases regardless of origin.  Transplant candidates with Alpha-1 will
be transplanted according to their objective diagnostic medical criteria. The Subcommittee
understands the complexity of the proposed system, and following implementation of the
system, the Subcommittee will begin work on explanatory materials for patients and their
families. A national forum for transplant professionals was held in March 2003 at which
surgeons and physicians from across the country gathered to offer their input and reviews of
the proposal. Since that meeting, the proposal has been extensively revised to reflect the
opinions of the transplant community at that meeting.

Comment 5:
vote: Oppose
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As an Alphal patient who is not eligible for transplant, I do not want to see others loose the chance
at extending their lives. Why would anyone feel it is better to wait until a patient is critical? Sorry,

but that makes no sense.

Committee Response:

The proposed lung allocation does not wait until a patient is critical. Rather it seeks to
determine the time to transplant that will provide the optimal benefit for patients post-

transplant.

Comment 6:
vote: Oppose

As quoted from above: "The Committee predicts that these changes to the lung allocation system
would direct lungs to those candidates who are most urgently in need of a lung transplant and who
are expected to receive the greatest survival benefit from the transplant." If this were the case my
husband would have passed the first criteria, BUT not the second as he was 64 years old. Who is to
decide how long a person has left to live (expected to receive the greatest survival benefit)....How
would his case have been decided and who would have been appointed to play GOD. He was
desperately in need of a lung, but since he was 64 and going to die eventually, does that mean he
would have been passed over for someone younger??? I'm opposed to this proposal. I feel everyone,
young and old should have equal opportunity for a transplant. My husband is now all most a year
out and doing very well. He is also 67 years old and still going strong...

Committee Response:

Age is a factor in determining survival along with many other factors. As such, age must be
considered, collectively, with other factors in allocation. However, age alone does not exclude
anyone from the opportunity for a transplant under the proposed system.

Comment 7:
vote: Oppose

Comment regarding Lung Allocation Proposals: I have concerns regarding the validity of
generating such detailed prognostic models based on retrospective analysis of limited UNOS data
My level of concern differs with respect to diagnostic category and the use of waitlist urgency score
vs. the post-transplant survival measure. Thus, I will outline my thoughts below: 1) We do need a
waitlist urgency prioritization system. However, I would propose that we are not yet ready to
proceed based on the inadequate criteria in this proposal for transplanting PH patients. a. For the
majority of the pulmonary diagnoses, the benefit of using the proposed model seems to outweigh
the concerns regarding accuracy, and the stated intention/process of additional data
retrieval/collection with ongoing discussion/refinement of models sufficiently addresses these
concerns for most of these groups. We will not be able to progress in the direction of incorporating
a waitlist urgency measure within a reasonable timeframe if we await perfect data. b. However, the
pulmonary hypertension subgroup presents unique challenges in terms of establishing LT criteria,
and the proposed criteria are likely to be truly inadequate based on their reliance on functional class
rather than incorporating criteria based on right heart catheterization and echocardiography. . 2) The
proposed post-transplant survival measure is problematic for three reasons and based on these
concerns should be eliminated from the proposal. a. It is unclear that national data adequately reflect
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post-transplant success at individual institutions. Those institutions such as The Cleveland Clinic
who transplant high-risk patients perform a service for patients who present with a critical level of
urgency as well as for the lung transplant community in improving our expertise in transplanting
more difficult patients. If these patients are de-prioritized based on nationwide data, it may
represent a setback in the field and a disservice to critically ill patients, many of whom are young.
The individual transplant centers have sufficient motivation to maintain their survival statistics and
sufficient safeguards in place in the form of selection committee criteria with respect to the patients
they list, so that they are unlikely to list patients who will not survive. Removing the discretionary
role of the institution for these patients is a serious concern. b. Again, this issue is particularly
urgent with respect to pulmonary hypertension patients who are de-prioitized in this proposal based
on national data generated from all centers, many of which do not have expertise in management of
pulmonary hypertension. The pulmonary hypertension patients are precisely those who need the
highest prioritization if they are to be transplanted. We should not be listing these patients early
before they fail therapy, but once they do fail therapy, they are likely to die if they are not promptly
transplanted. We are making rapid progress in the care of pulmonary hypertension patients, and the
opportunity to establish the role of lung transplantation in their care is important for this field and
these patients. Assigning these typically young, highly urgent patients the same score as a 65 year
old with stable COPD may preclude transplant as a therapeutic option for this group. c. The
statement is made in the proposal that the purpose of the post-transplant survival measure is to
prevent allocation to those patients who are “unlikely to survive and whose lives could not be
prolonged by transplantation”. This seems to be a misrepresentation of the post-survival score. In
fact, most of the patients who are higher risk are likely to survive although at some centers they may
be less likely to survive than a less ill patient. In addition, it is not accurate to say that their lives -
«“could not be prolonged” when the issue is again the likelihood of success relative to other
diagnoses. It is not clear that the difference in survival for groups/individuals in most cases is of
such a magnitude that it reaches a level of ethical relevance that ought to determine allocation
priority. The ethical relevance of the survival differences should be defended based on ethical
criteria rather than making a statistical argument alone. For these reasons, 1 would propose: 1)
Eliminating the post-transplant survival measure 2) Developing a prioritization system based on
waitlist urgency alone 3) Convening a group of experts in pulmonary hypertension to develop
waitlist urgency criteria for this group using data other than UNOS data. Sincerely, Constance A.
Jennings, MD Director, Pulmonary Vascular Program Department of Pulmonary and Critical Care
Medicine Transplantation Center The Cleveland Clinic Foundation Cleveland, Ohio

Committee Response:

The Subcommittee agrees that, by collecting serial data, by using the retrospective data that
has been collected already, and allowing candidates to update their data as frequently as
necessary, it will be able to identify PH patients who will benefit from transplant.
Unfortunately, PH patients may experience sudden declines in their conditions, and these
events are very difficult to predict. It is hoped that by allowing candidates to update their
data in the system as frequently as necessary to reflect severity, those PH patients who
experience sudden declines can be allocated lung before they are too sick to transplant.

The Subcommittee considered eliminating post-transplant survival as a component of the
system, but determined that by eliminating this element and allocating lungs based on waitlist
urgency alone, the system would be allocating lungs to patients who may be too ill to survive.

The Subcommittee expects that the analysis of the retrospective data collected, and the future
collection of serial data, will yield additional factors that evaluate waitlist urgency among PH

patients.
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Comment 8:
vote: Oppose

Cumbersome, confusing, time consuming.

Committee Response:

The Subcommittee understands the complexity of the proposed system, and following
implementation of the system, the Subcommittee will begin work on explanatory materials for

patients and their families.

Comment 9:
vote: Oppose

I am and have been on the lung transplant wait list for 1.5 years. I have un-rooted my family and
temporarily relocated to San Diego from Phoenix because I am high on the list and was told to do
so. Now your proposing a change in priority. Those of us that have been listed must be grand ‘
fathered in or allowed to remain at their current position. Changing them (us) would be totally

unfair and demorializing.

Committee Response:

There will be a sufficient period of time until implementation of the lung allocation algorithm
that will be sufficient for transplant centers to adjust to the new system, screen their patients,
and enter their patient’s clinical diagnostic values into the system.

Comment 10:
vote: Oppose

I believe that the allocation determined solely on wait time is the fairest way.

Committee Response:

The Subcommittee thanks you for your opinion.

Comment 11:
vote: Oppose

i feel patients will be to sick and surival rate will go down.

Committee Response:
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The proposed lung allocation does not wait until a patient is critical. Rather it seeks to
determine the time to transplant that will provide the optimal benefit for patients post-

transplant.

Comment 12:
vote: Oppose

I feel that some centers will say candidates are sicker then so they move up fastser.

Committee Response:

The proposed system requires that candidates’ data is updated at regular intervals. Itis
anticipated that frequent updates will accurately reflect the severity of illness and preserve the

accuracy of the system.

Comment 13:
vote: Oppose

I have a question. What about the patients that have AB type blood. There are only about 2% of all

transplants nationwide that are AB blood types...... I think that is just as serious as being very ill. We
may not get the organs at all with our waiting time on the lists.

Committee Response:

ABO identical and compatible matches will continue to be a factor in allocation just as they
are in the current system.

Comment 14:
vote: Oppose

I have Alpha 1 and don't think it would be fair to me. I was listed in 1998 nd went inactive in 2000
because my center told me I had gotten myself in to good of shape with exercising so put be on
inactive in June 2000. I feel that with having Alpha 1 and being linked to all COPD that I won't get
a fair chance unless I get really sick and I'm not the type that will let myself get to bad because
records show that the people who exercise and keeps theirselves as healthy as they can would be

treated unfairly.

Committee Response:

The proposed system allocates lung based on objective criteria for each patient as measured
by clinical data. Waitlist urgency and post-transplant benefit are the factors measured by the

algorithm, not waitlist time.
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Comment 15:
vote: Oppose

I have been on the list a long time without a transplant. I allowed those needing it more to move
ahead of me, but now I am really sick and may not get my transplant on time. This new law may
make it harder for me to get my new lungs on time hence, I may not make it. They shouldn't change
the rules when everyone was told ahead of time what the deal was.

Committee Response:

There will be a sufficient period of time until implementation of the lung allocation algorithm that
will be sufficient for transplant centers to adjust to the new system, screen their patients, and enter
their patient’s clinical diagnostic values into the system.

Comment 16:
vote: Oppose

I have had a single lung transaplant, 14 months ago. I feel the current method is the best and most
fair.

Committee Response:

The Subcommittee wishes you continued success with your transplant and thanks you for
your opinion.

Comment 17:
vote: Oppose

I have IPF and have been waiting on the list for two years. I take good care of myself and seek
regular medical attention. I would not want someone who does not follow this pattern to be moved
around me because they failed to follow basic health regulations or because they didn't seek medical
attention sooner. If they can bump me off my spot on the list and get an organ ahead of me, who is
to say that I will make it to the next available matching donor? Everyone should have to bide their
time on the list and take their chances in doing so. If a patient is doing well enough that they can
CHOOSE to let someone get an available organ before them despite waiting longer, that is a choice
that the doctors and the person with more "seniority" on the list should make. It should NOT be

made for them.

Committee Response:

The proposed system allocates lung based on objective criteria for each patient as measured
by clinical data. Waitlist urgency and post-transplant benefit are the factors measured by the

algorithm, not waitlist time.



Comment 18:
vote: Oppose

I have Primary Pulmonary Hypertension, and I am currently awaiting a double lung transplant at
UCLA. I have been listed for almost one year (May 5, 2003), and the available medications for my
disease are not affective. ] am only 51, and have always been in good health. Until PPH, I was a
very active person. I am fearful that the old statistics being used regarding PPH patients may take
away my chance at transplant. I read many posts on a message board regarding CF patients and
their many bouts with infection post-transplant. I hope to be "cured" of PPH after transplant, and I
look forward to another 20+ years of living. I urge you to review newer statistics, and take into
account the many variables of each individual recipient. ~

Committee Response:

In preparing the current proposal, the Subcommittee used survival data for cohort of PPH
patients listed for transplant between 1999 and 2001. Once the proposal is implemented, the
Subcommittee intends to continue to update the algorithm with current survival data for each

diagnosis group.

Comment 19:
vote: Oppose

[ have read the proposed changes 4 times and still am not 100 percent sure of what you are
proposing. It would seem that the sickest patient, who you would put at the top of the list, might be
too sick to have a good chance at survival. How exactly would you determine who has the best
chance of survival - seems like a pretty subjective task. Lastly, if everyone would have a point
score, why would they be divided into groups? Would the score not be the score? I definitely think
this proposal needs a lot of further consideration and discussion before any changes are enacted.

Committee Response:

In the course of analyzing risk factors, the Subcommittee found it useful to evaluate those
risk factors based on pathophysiology. It became clear to the Subcommittee that different
types of lung disease exhibit different patterns and effects. The Subcommittee then felt it
legitimate to classify diseases based their similarities to each other. The disease groups are
not used to pigeonhole patients or to favor any one group over another.

Comment 20:
vote: Oppose

I have several concerns, and I will break them down by section of the proposed amendment.
General Summary: The current proposal seems judgmental, as it implies those of older age have
decreased benefit-this is an assessment of worth over medical need. Transplant should not be
subjective, but rather objective. There are instances where an older candidate may have improved
chances of survival, i.e. end stage CF with vent dependency, etc. B-Features of Current Proposal - It
is difficult to appreciate the method by which "post transplant survival measure" is determined - are
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we giving all candidates a 77% chance of living through the first year (thus taking &&5 of 365
days?) or is there a formula we are using to determine this "survival number?" J - Updating
Candidate Variables: Currently we are using the following measures as determinants for patients
nearing their "transplant window of opportunity": 6 minute walk, CPET, Room Air ABG's, and
pulmonary function testing. The cumulative results are recorded in a serial fashion, thus allowing
any trends to become obvious to the reviewer. In turn, those patients with a more rapid process of
functional decline are considered more urgently in need of transplantation than those who are
otherwise stable. I believe these markers should be utilized for any lung allocation system that we
develop, as they are among the better indicators of a patient's overall functional status. L-
Implementation of proposed lung allocation algorithm...: Assigning candidates a value of zero
because they have "incomplete™ testing data is quite simply unfair. These patients can be retested,
but as well all know, both providers and medical centers are under the restriction(s) of the insurance
companies. Many companies will only authorize high cost diagnostics annually, or even less. The
insurance company may warrant a cardiac catheterization as unnecessary, and the hospital is not
able to test their patient. Furthermore, most patients undergo annual routine updating of all
diagnostic studies, but these dates may not fall into the time frame of implementation. I propose that
this new system, if at all implemented, is done so on a trial basis for a period of at least one full year
thus allowing for all currently listed patients AND all newly listed patients to have data entered that
is complete and will therefore yield a more reasonable allocation score than that of "zero." 5-
Additional proposals to support... Section a-Data Collection - who were the centers that this data
was collected from, i.e. were all lung transplant centers included? Can there be-a period of time
allocated for all lung centers to submit their data, (whether by survey or online data entry), to ensure
that this algorithm is adequate and truly fair? Attachment A - Disease specific data elements:
regarding CF patients - is there any plan to include a sub group for CF patients colonized with
Burkholderia cepacia species? Is risk stratified as greater for these patients? (Possibly it should be,
as those with this organism tend to have less than desirable outcome post transplantation.) Or for
those patients colonized with any burkholderia species? And in the event that we consider this
colonization to be indicative of greater risk, how do we factor it into to algorithm since most CF
patients are of a younger age group? Conclusion: I wholeheartedly agree that the Lung Allocation
system needs to be redeveloped into a model that reflects both disease acuity and survival benefit.
And though there is no clear way to identify these patients by status (similar to the cardiac system),
1 feel that would be a more ideal method to begin developing a lung allocation system...one where
the patients most critically ill are given an better chance at possible transplantation and thus
improved benefit for post operative survival. The proposed algorithm is, to me, suggestive of a
worth-based assignation to potential recipients based on age and my experience as a thoracic
transplant coordinator suggest that those of a younger age are not always the patients with the
longer survival, i.e. post transplant survival benefit. Many thanks for your time and consideration.
Respectfully submitted, Patricia Maani, FNPC.

Committee Response:

The Subcommittee acknowledges that there are risks and other issues involved in obtaining
test data by right heart catheterization. Therefore, the Subcommittee agreed that the final
proposal of the system would leave the certification of right heart catheter data to the
discretion of the transplant center.

As the Subcommittee continues to collect and analyze serial data on waitlisted patients,
additional markers of disease severity may prove to be statistically significant in predicting
waitlist urgency and post-transplant benefit. At that time, the Committee will work to
incorporate those additional factors into the algorithm.

Comment 21:
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vote: Oppose

I understand your reasoning,but how can you honestly be fair.All decisions will still be based on
opinions,and could easily be pursuaded into bias means of allocation.You are playing with human
lives here,and you are deciding up front who is going to live and who is going to die.Can you
honestly say that some of the diseases won't get priority statsis?

Committee Response:

The proposed system allocates lung based on objective criteria for each patient as measured
by clinical data. There are no other factors.

Comment 22:
vote: Oppose

I was transplanted due to Alphal antitrypsin deficinecy, a slow genetic form of emphysema at the
age of 37. Classifying recipients based on disease groups, would discriminate again those with
Alphal. We are usually young,and otherwise healthy, awesome candidates for survival, and we are
generally in our 40's,giving us plenty of years to benefit from a transplant. With Alphal, we could
remain stable(but with very low lung function for months or years), yet one exacerbation of
bronchitis could kill us.Many Alpha's are confined to the safe environment of their homes, so they
can limit their exposure to Germs, it is intolerable to think UNOS would hand this group of people
with COPD a life sentence to be home bound then die, because we aren't the sickest one today! WE
may be dead tomorrow, but that doesn't count? I have seen the proposed tier system, and Alphal is
at the bottom of priority, that is the wrong way to treat people in need of transplantation. Why don't
you spend your efforts raising awareness for more donors instead? How about getting a bill passed

for Uniform consent?

Committee Response:

In the course of analyzing risk factors, the Subcommittee found it useful to evaluate those
risk factors based on pathophysiology. It became clear to the Subcommittee that different
types of lung disease exhibit different patterns and effects. The Subcommittee then felt it
legitimate to classify diseases based their similarities to each other. The disease groups are
not used to pigeonhole patients or to favor any one group over another. The proposed system
allocates lung based on objective criteria for each patient as measured by clinical data.

Comment 23:
vote: Oppose

I would not like to see someone like my wife who waited 3 years for a lung be passed over and over
by someone who had not taken their chance like the rest of the people on the list who is to say that
they did or didnot do all of the therpy, take all of the doctors orders to heart. I know that sometimes
fate can be cruel, but I don't think we should put ourselfs in the of playing God any more than

nessary.

Committee Response:
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The proposed system allocates lung based on objective criteria for each patient as measured
by clinical data. Predicted waitlist urgency and post-transplant benefit are the factors used by

the algorithm, not waitlist time.

Comment 24:
vote: Oppose

If this passes there will always be someone that is near death and the ones that just need new lungs
to breath and have a better life. I had a lung transplant and I was over the age limet and I have been
well for 15 months, but under the new proposal they would have rejected me and [ would be dead

now.

Committee Response:

The proposed system allocates lung based on objective criteria for each patient as measured
by clinical data. Predicted waitlist urgency and post-transplant benefit are the factors used by

the algorithm, not waitlist time.

Comment 25:
vote: Oppose

If this system is going to be based on points, I profoundly oppose the 4 discriminating groups of
illnesses. I am a 47 years old Alpha-1 with a 5 year old Daughter and I feel I have the same right

than an IPF patient. In my opinion there should not be groups.

Committee Response:

In the course of analyzing risk factors, the Subcommittee found it useful to evaluate those
risk factors based on pathophysiology. It became clear to the Subcommittee that different
types of lung disease exhibit different patterns and effects. The Subcommittee then felt it
legitimate to classify diseases based their similarities to each other. The disease groups are
not used to pigeonhole patients or to favor any one group over another. The proposed system
allecates lung based on objective criteria for each patient as measured by clinical data

gathered from each individual patient.

Comment 26:
vote: Oppose

My concerns: Hospitals/Doctors would cherry Pick patients to increase survival/business stats.
Money would come into play, leaving the average and less than average financial people to die.
This is not a step forward it is bring back the "God Squad" Please do not do this.

Committee Response:
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The proposed system allocates lung based on specific objective criteria for each patient as
measured by clinical data. No other factors are considered.

Comment 27:
vote: Oppose

My husband received a double-lung transplant last July. We waited on the list for 2 years. I think
that is the correct way to do it. He needed to be in the right mental and physical shape to survive the
transplant. He went to respiratory rehab 5 days a week for 7 month. It made him stronger. He had to
get off of several medications (narcotics) that would have hindered his recouperation. Many people
wait until they're too sick to survive the surgery to make the decision. The waiting period helps
them think about it and do the necessary things. It can be a sacrifice but is unfair to push someone
ahead of someone who's worked so hard to get there. We lived away from our family for 9 months,
maintained 2 households and were so greatful for his gift of life. People need to think about what's

happening to them and take steps to help themselves.

* Committee Response:

There will be a sufficient period of time until implementation of the lung allocation algorithm that
will be sufficient for transplant centers to adjust to the new system, screen their patients, and enter
their patient’s clinical diagnostic values into the system. The proposed system allocates lung based
on objective criteria for each patient as measured by clinical data. Predicted waitlist urgency and
post-transplant benefit are the factors used by the algorithm, not waitlist time.

Comment 28:
vote: Oppose

OPTNS OWN STATISTICS DO NOT PROVE THAT THIS IS A WISE DECISION.THE
STATISTICS THAT THERE IS A MARKED DECREASE IN THE NUMBER OF EMPHYSEMA
PATIENTS FROM 41.2 PER CENT IN 1993 TO 38.8 PER CENT IN 2002 AND A LARGE
INCREASE IN OTHERS,58.8 PER CENT IN 1993 TO 61.2 PER CENT IN 2002.AIA AND IPF
TRANSPLANTS INCREASED FROM 21.7 PER CENT OF THE AVAILABLE LUNGS FOR
TRANSPLANTS TO 35.2 PER CENT IN 2002.IN 2003 RECEIVED ONLY 29.5 PER CENT OF
THE TRANSPLANTS WHILE AIA AND IPF PATIENTS RECEIVED 22.6 PER
CENT.THEREFORE,CONSIDERING THESE STATISTICS I DO NOT SEE WHY THEY NEED
TO PLACED IN A MORE PREVALENT LOCATION ON THE CURRENT OR FUTURE
LISTS.AT THIS TIME THEY ARE AUTOMATICALLY GIVEN AND ADDITIONAL 90 DAYS
WHILE OTHERS ARE NOT. THER IS TALK THAT THEIR FEVI IS LOWER THAN
OTHERS.I HAVE HEARD AND READ THAT FEVI SGOULD NOT BE THE PREDICATING
FACTOR IN FINAL DECISION FOR A TRANSPLANT BUT NEEDS TO BE IN -
CONJUNCTION WITH OTHER DATA.SOME ARE ABLE TO FUNCTION WELL AT VERY
LOW FEVI LEVELS WHILE OTHERS FEEL THEY ARE SUFFOCATING. THE DEATH
RATE ALONE WHILE WAITING FOR A TRANSPLANT(11.3 PER CENT)SHOWS THAT
GREATER NUMBER OF COP/EMPHYSEMA PATIENTS DIE BEFORE THEY RECEIVE
TRANSPLANT THAN TO ANY OTHER GROUP/GROUPS COMBINED. AFTER
TRANSPLANT THE ONES THAT DO THE BEST AS FAR AS DEATH RATE ARE THE CF
PATIENTS(8.3 PER CENT) AND EMPHYSEMA/COPD PATIENTS(7.9 PER CENT).THE
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OTHER DESEASE GROUPS ARE NOT EVEN CLOSE TO BEING THIS LOW.1AM
TOTALLY OPPOSED TO ALLOWING SOMEONE CRITICALLY ILL FROM RECEIVING
SPECIAL TREATMENT,BUT THIS SHOULD NOT BE COMPLETELY BASED ON THE
NATURE OF THEIR ILLNESS BUT BY THE DEGREE OF ILLNESS. I HOPE THAT THE
FINAL DECISION IS NO BASED ON SPECIAL INTEREST GROUPS GETTING MEMBERS
TO WRITE BUTBASED ON TRANSPLANT FIGURES,TRANSPLANT PHYSCIANS AND
TRANSPLANT COORDINATORS OPINIONS NUMBERS DO NOT ALWAYS SHOW HOW
DIFFICULT IT IS FOR THE PATIENT TO SURVIVE OR TO LIVE A LIFE WITHOUT

DISABILITIES.

Committee Response:

The proposed system allocates lung based on objective criteria for each patient as measured
by clinical data. There are no other factors.

Comment 29:
vote: Oppose -

OPTNSs own statistics do not prove that this is a wise discision. The statistics show that there is a
marked decrease in the number of Emphyusema patients from 41.2% in 1993 to 38.8% in 2002) and
a large increase in others (58.8% in 1993 to 61.2% in 2002). A1A and IPF transplants increased
from 21.7% of the available lungs for transplant to 35.2% in 2002. In 2003,emphysema/COPD
patients received only 29.5% of the transplants while A1A and IPF patients received 22.6%. This
figure alone shows that these patients A1A and IPF are receiving special treatment. Therefore,
considering these statistics I do not see why they need to placed in a more prevalent position on the
current or future lists. At this time they are automatically given and additional 90 days while others -
are not. There is talk that their FEV1 is lower than others waiting and on the list. [ have heard and
read that FEV1 should not be the major predicating factor in final the decision for a transplant, but
needs to be in conjunction with other data. Some are able to function well at very low FEV1 levels
while others feel they are suffocating The death rate alone while waiting for a transplant (11.3%)
shows that greater number of COPD/emphysema patients die before they receive transplant than to
any other group/groups combined just by numbers alone because they are a large group. After
transplant the ones that do the best as far as death rates are the CF patients (8.3%) and
emphysema/COPD patients (7.9%) . The other disease groups are not even close to being this low.
IPF patients are substantially lower for all periods for surviviability (Includes 3 mo, lyr.3yrand5
yr) I am not totally opposed to allowing someone critically ill from receiving special treatment, but
this should not be completely based on the nature of their illness but by the degree of illness. This
degree should be applied to all on an equal basis with no special treatment for certain diseases. I
hope that the final discision is not based on special interest groups or political leaders having an
abundance of members lobbying this change but based on transplant figures, transplant physcians
and transplant coordinators opinions. Numbers do not always show how difficult it is for the patient
to survive or to live a life without disabilities.

Committee Response:

Please see response to Comment 28.

Comment 30:
vote: Oppose
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Seems incredibly and unnecessarily complex, and results are likely to be somewhat subjective
despite best efforts for objectivity. I have maintained for years that lung allocation based on length

of time on the list was the simplest and smartest way to do it!

Committee Response:

The proposed system allocates lung based on objective criteria for each patient as measured
by clinical data. Waitlist time will not be a factor. In addition, following implementation of
the system, the Subcommittee will begin work on producing explanatory materials for
patients and families.

Comment 31:
vote: Oppose

Selecting one illness as more important than another is unfair.

Committee Response:

In the course of analyzing risk factors, the Subcommittee found it useful to evaluate those
risk factors based on pathophysiology. It became clear to the Subcommittee that different
types of lung disease exhibit different patterns and effects. The Subcommittee then felt it
legitimate to classify diseases based their similarities to each other. The disease groups are
not used to pigeonhole patients or to favor any one group over another. The proposed system
allocates lung based on objective criteria for each patient as measured by clinical data

gathered from each individual patient.

Comment 32:
vote: Oppose

Sounds as if weighted by Age. Organ Transplant as of today, gives limited time, 4 -8 years? this
sounds as if patient with IPF Lungs would be given first to the younger, rather than an older (50 to
60). With Limited years, each clasification should be given the same chance.

Committee Response:

Age is a factor in determining survival along with many other factors. As such, age must be
considered, collectively, with other factors in allocation. However, age alone does not exclude

anyone from the opportunity for a transplant under the proposed system.

Comment 33:
vote: Oppose

The currently proposed ammendments to Policy 3.7.6 is not acceptable. 1 believe this proposed

policy based on "disease" categories unfairly discriminates against patients with Alpha-1 Anti-
trypsin Deficiency. I believe(and further investigation will most likely show), that the
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characteristics of COPD as contributed to, or caused by Alpha-1 are entirely different than COPD
from smoking and/or advanced age. Additionally, continued enactment of this type of allocation
will certainly go against public belief that a person should be on level ground for transplantation,
regardless of cause of their disease or affliction causing their need for transplantation! Before this or
any other lung allocation policy is enacted based on a "disease process” algorithm; more specific
data relating to specific disease processes that require lung transplantation should be accumulated
and the data reviewed nad better presented to the UNOS Allocation committee.

Committee Response:

In the course of analyzing risk factors, the Subcommittee found it useful to evaluate those
risk factors based on pathophysiology. It became clear to the Subcommittee that different
types of lung disease exhibit different patterns and effects. The Subcommittee then felt it
legitimate to classify diseases based their similarities to each other. The disease groups are
not used to pigeonhole patients or to favor any one group over another. The proposed system
allocates lung based on objective criteria for each patient as measured by clinical data
gathered from each individual patient. '

Comment 34:
vote: Oppose

The philosophy behind the proposal is good and the algorithm used to determine prioroty for
transplantation makes sense..the problem is the abrupt and abitrary implementation of the plan at a
given date in time with no consideration given to those individuals who have been waiting for a
long time and may therefore have been at the top of the list (by the previous criteria) but will now
lose their advantage. A fairer way would be to transition the plan into effect in a staged manner...

Committee Response:

There will be a sufficient period of time until implementation of the lung allocation algorithm that
will be sufficient for transplant centers to adjust to the new system, screen their patients, and enter
their patient’s clinical diagnostic values into the system.

Comment 35:
vote: Oppose

The proposed change is unfairly slanted in favor of one group. The current procedures can

undoubtedly be improved, but not by this proposal. Wider input is needed if the changes are to be
perceived as fair to all.

Committee Response:
The proposed lung allocation algorithm is based on survival data for all populations of lung

transplant candidates. No individual patient populations are selected for priority in lung
allocation.
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Comment 36:
vote: Oppose

There is not enough data to support this proposal this appeeears to me to be designed by those who
have a special interest in certain populations of patients

Committee Response:

The proposed lung allocation algorithm is based on survival data for all populations of lung
transplant candidates. No individual patient populations are selected for priority in lung

allocation.

Comment 37:
vote: Oppose

These comments are submitted on behalf of the Alpha-1 Association a patient advocacy and support
organization representing the community of individuals affected by Alpha-1 Antitrypsin Deficiency
(Alpha-1) the fourth leading cause of lung transplants. Alpha-1 is a genetic disorder that results in
devastating and fatal lung disease which strikes in the prime of life (30-50 years of age). Alpha-1
afflicts an estimated 100,000 individuals in the US with fewer than 5% accurately diagnosed. As
advocates for the Alpha-1 community the Association recognizes and appreciates the work done by
the OPTN/UNOS Thoracic Organ Transplantation Committee to create a fair and equitable
allocation system for lung transplantation. We appreciate the incorporation of public comments and
additional data into the amended proposal. However, as community advocates for individuals with
Alpha-1 who will require transplants and be significantly impacted by the proposed amended
allocation system we believe it still fails to incorporate reasonable and constructive criteria to
improve the equity of the system: 1. A provision should be added to acknowledge and meet the
need for a public forum of patient end-users; 2. All patients currently on the waiting list should be
grandfathered into the new allocation system; 3. Scientifically accurate serial data with a high
degree of confidence in predictors should be utilized; 4. Each patient’s status should be based on
long term survival post transplant, severity of disease and urgency instead of - for the “sake of
measurements” — disease group; 5. Inherent preference should not be given to one disease over
another, nor re-transplants preference over primary ones; 6. Utility should be based on intermediate
and long-term survival; 7. Timely placement on the list should be encouraged to avoid delay and
adversely affect survival rates; 8. The document should be written in a language understandable by
the patient/general public/layperson; 9. All allocation should be equitable from the perspective of
gender, race and age; 10. The new system should have a mandatory and well defined shadow testing
period of 12 months to offer choice and comparison to ensure that the new allocation system is not
subjective. We understand that the current proposal is being put forth as part of the OPTN/UNOS
process prior to submission to the Department of Health and Human Services (DHHS) for review
and consideration. We are encouraged that OPTN/INOS is engaging in a public comment process
prior to reviewing the amended allocation system at the June meeting of the Board of Directors. The
Association continues to recommend that DHHS place the proposed allocation in the Federal
Register to allow for formal public comments prior to implementation. In summary, we want
assurances that the proposed allocation system will not be detrimental to those waiting for a
transplant with a diagnosis of Alpha-1. Thank you for your consideration of these comments.
Respectfully submitted, Alpha-1 Association Board of Directors Background: Alpha-1 Antitrypsin
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Deficiency (Alpha-1) is one of the most prevalent, potentially lethal hereditary disorders.
Discovered in 1963, Alpha-1 can cause life-threatening lung disease and/or liver disease. It is a
leading genetic killer of adults in the United States. Some 1600 Alphas have received transplants in
the past decade (50% lung and 50% liver) which is as many as CF. Alpha-1 is also and a leading
cause of liver transplants in children. It is estimated that 20 million Americans are undetected
carriers of the Alpha-1 gene and may be at risk for lung or liver disease; 100,000 individuals are
actively lung or liver affected and fewer than ten percent (10,000) have been accurately diagnosed.
Once receiving an accurate diagnosis individuals with Alpha-1 lung disease may receive weekly
intravenous augmentation therapy made from the pooled plasma of normal donors. End stage
treatment includes lung transplantation. Alpha-1 Association: The Alpha-1 Association is a
member-based nonprofit organization founded to identify those affected by Alpha-1 Antitrypsin
Deficiency (Alpha-1) and to improve the quality of their lives through support, education and
advocacy. 1-800-521-3025

Committee Response:
The Lung Subcommittee addresses your concerns in the order they are presented:

1. The Subcommittee has agreed to recommend a national forum to discuss the algorithm and
gather feedback on its operation within the first two years of its operation.

5. The Subcommittee has recommended a transition period of 6 months to allow transplant
centers sufficient time to review patients and enter their candidate data variables on the

UNOS system for use in the lung allocation algorithm.
3. The lung algorithm will function using serial data on each transplant candidate.

. 4. Patient status under the proposed system is based on data for each patient. Data has shown
similar survival trends among specific diagnoses, ie “disease groups.” Therefore, diagnosis is
taken into account in predicting urgency and survival. However, disease diagnosis is only
one of many factors that are used to predict survival.

5. There is no preference for any one diagnosis over others. The algorithm functions based on
data alone.

6. The Subcommittee studied one-year post-transplant survival and two-year post-transplant
survival among candidates and found no statistically significant difference between the two.
The Subcommittee elected to use one-year survival data for the operation of the system in
the interest of being able to use more recent data to revise the system periodically.

% The Subcommittee leaves the timing of determining when candidates should be listed for
lung transplant to the each patient’s treating physician. However, the Subcommittee
strongly encourages updating waitlisted patients’ data variables on the system according to

the scheduled set forth in the proposal.

8. Once the algorithm is approved for implementation, the Subcommittee will begin work on
an informative booklet for patients and their families.

9. The Subcommittee considered the impact of the proposed allocation algorithm on allocation
among races, age groups, and genders. The Subcommittee found that the algorithm evenly
distributes lungs across these groups. You are encouraged to review Figures F-1, F-2, and F-
4 found in the public comment document that was released March 25, 2004.
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10. The proposed lung allocation algorithm has already been tested on actual lung waiting lists
using simulations. The Subcommittee does not feel it necessary to test it yet again.

Comment 38:
vote: Oppose

This proposal is grossly unfair to those who suffer from other forms of lung disease and will fall

through the cracks. Lung disease gradually debilitates other organs of the body. If you wait until a
patient is critical his survival chances are less than those in better physical condition. Barbara Lucas

Committee Response:

The system has been designed to address all types of lung disease for which transplantation is a
therapy.

Comment 39:
vote: Oppose

This proposal would lower the success rate. Lungs do not fall part over night. A patient that has not
planned ahead to get listed for a transplant well in advance is less likely to be compliant post
transplant. The gift of an organ from a donor should not be wasted, which is what happens if the
success rate is drops as a result of this proposal.

Committee Response:

The proposal is designed to reflect changes in candidates’ medical conditions, and candidate
information may be updated at any time to reflect changes in condition regardless of how fast those
changes may occur. In addition, transplant centers will be required to up date candidate variables at
least every six months. Candidates will be offered lungs based on their urgency and survival benefit,
not on the amount of time they have waited on the list.

Comment 40:
vote: Support

May 7, 2004 Public Comment United Network for Organ Sharing P.O. Box 2484 Richmond,
Virginia 23218 Dear Sir or Madam: The Cystic Fibrosis Foundation is pleased that UNOS/OPTN is
implementing new procedures to allocate lung donation and transplantation as first proposed in
October 2003. Although we have some concerns about the impact of the changes on individuals
currently awaiting transplants during the transition period to new standards, we believe that these
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changes are necessary to improve equity and use of scarce resources. In the long run, we believe
these standards will help all individuals with lung diseases. Overall, we are pleased with the design
of the new system to balance waitlist urgency against post-transplant benefit, but we believe this
scheme still could be refined and improved as it continues to have flaws. First of all, the equation
regarding the lung allocation score on page 13 appears to have one of the brackets in the wrong
place. We believe it should be changed as noted below. Lung Allocation Score = [(strike bracket)
100 x [(add bracket) Raw Allocation Score + (2 x 365))/ 3 x 365 We are pleased that variables for
data collection (Section I, page 18) are identified and that these will be collected at the time of
listing and “at any time” deemed appropriate by the transplant team. Specific time frames should be
stated for updating such data, especially so patients are not disadvantaged by less aggressive follow
up. Appendix A indicates that these variables can be updated every 6 months; this should be added
to the text on page 18 and in Section 3.7.6.3.2. However, updates should be more frequent than just
6-month intervals. The proposal noted the hesitation in requiring more frequent data collection
primarily because of the invasiveness of the procedures. If this remains a deterrent, it would be
helpful to identify alternative variables, such as those that are collected daily or weekly to chart the
individual’s prognosis, that would not be invasive and can provide a more accurate timely
assessment to facilitate appropriate allocation. As noted on page 20, a retrospective collection of
key data variables was due to be completed in April 2004, and analysis was to begin thereafter. We
look forward to seeing the results of this analysis and having a period of public comment to address
the impact such data collection efforts might have on this new proposal. Although it is essential to
conduct regular reviews of the lung algorithm and factors affecting waitlist urgency and post-
transplant survival, we do NOT believe that any changes to the policy should be made without
public comment and without prior board approval. If necessary, a temporary implementation of
recommendations may be considered, but only with board review. Because such changes would
affect priority for lung transplants, they must be reviewed by the public and the board before being
implemented in full. (See page 20, Section B, Regular and Periodic Review.) The new allocation
system must allow for advances in new technologies. Just a few weeks ago, the University of
Pittsburgh announced results of a study showing dramatic improvement in post-transplant survival
with the use of inhaled cyclosporin. (See “Aerosol cyclosporin therapy in lung transplant recipients
with bronchiolitis obliterans.” Eur Respir I. 2004 Mar;23(3):384-90., lacono AT, et al.) The
proposed allocation model should take into consideration the impact of new technologies such as
this on pre- and post-transplant mortality. The CF Foundation applauds changes to the allocation
scheme that provide first priority for pediatric donor lungs (ages 0-11) to pediatric patients of the
same age, as well as changes to allow first priority for adolescent donor lungs (ages 12-17) to
adolescent patients. Also, enabling pediatric patients of all ages to have priority over adults for
pediatric donor organs is helpful. Further, we are pleased that the lung allocation score shifts an
emphasis overall on priority for donor organs slightly toward younger individuals for receipt of
adults’ organs. Although we recognize the difficulty of applying this new mechanism to pediatric
patients younger than age 12, we remain concerned that this age group will continue to experience
increased mortality in comparison to adults, particularly due to the lack of available organs. We
encourage the committee to make it a priority to explore potential options, including alternative
sources of lungs, to address this problem. We do not wish to single out pediatric patients for
increasingly risky procedures; however, we believe this age group has a critical need for new
options and new thinking. (CONTINUED IN NEXT NOTE)

Committee Response:

Comment 41:
vote: Support
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I strongly support the changes to include urgent need for a first priorty and to give adolescent
candidates priorty for adolescent donors. .

Committee Response:

The Subcommittee thanks you for your support.

Comment 42:
vote: Support

(CONTINUED FROM LAST EMAIL) We believe the modified system for lung allocation will
provide a more clinically and scientifically sound method for allocating lungs among all potential
recipients. However, the committee should consider the impact of the use of waiting time even after
the transition period. Since this was the key variable under the old system, the lung transplant
community and patients may need some adjustment time for the new rules. This information may be
helpful for a sense of equity, as based on the former method, particularly if more information is
needed to break any ties in allocation scores in the new system. These changes are a step in the right
direction and, with refinements, individuals with CF will benefit. We continue to be concerned
about the potential for transplanting individuals prematurely which may result in an overall
decreased lifespan. If patients can be transplanted at a time when it would be more appropriate,
there is a greater chance that more patients will benefit from receipt of a transplant and have
improved survival in the long run. By better determining and stratifying the health of people on the
transplant list, this scheme will have a positive outcome for people with CF and other pulmonary
diseases. In summary, the CF Foundation is pleased with the new measures to improve the equity of
lung transplant allocation. Although the new system may be difficult during the transition for those
awaiting a lung transplant, we will continue to work with families and caregivers in our community
to educate them on the process and system for allocation and data collection to best ensure the
future health of people with CF. We continue to offer our services to UNOS/OPTN in this process,
particularly on the refinement of the scheme and data points to aid people with CF in obtaining a
transplant at the optimum time to ensure their best survival. Thank you for the opportunity to
comment on this critical, life-saving proposal. Please contact me or Suzanne Pattee, our Vice
President of Public Policy and Patient Affairs, at 301-951-4422 with questions. Sincerely, Robert J.
Beall, Ph.D. President and CEO Cystic Fibrosis Foundation 6931 Arlington Road Bethesda,

Maryland 20814

Committee Response:

The Subcommittee thanks you for your support. It has agreed that the proposal will allow
candidates to update their variables at any time it is necessary to reflect a change in condition.
In addition, the Subcommittee has agreed to require candidates to update their variables at

least one time every six months.

The Subcommittee also acknowledges and agrees that major revisions to lung allocation
policy that stem from the review of the retrospective data collection project will be subject to
the public comment processa dn approval by the UNOS Board of Directors.

Comment 43:
vote: Support
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Anything to help get more lungs transplanted is appreciated.

Committee Response:

The Subcommittee thanks you for your support.

Comment 44:
vote: Support

As an organ donor and the parent of a child on the transplant list I strongly agree with the new
policy proposals.

Committee Response:

The Subcommittee thanks you for your support.

Comment 45:
vote: Support

As Vice-chair of the Transplant Coordinators Committee, the committe met in Chicago on 4/2/04.
The new thoracic policy was discussed extensively. The spirit of the new policy was stongly
endorsed by all members as one way to begin overhalling the current thoracic allocation policy.
Concern was voiced by the coordinators however, regarding the frequency of extending a patient's
status. This was not an issue that was discussed in the new policy. Frequency of updating status, as
well as the impact of this new policy on the transplant centers operating procedures needs to be

addressed.
Committee Response:

The Subcommittee thanks you for your support.

Comment 46:
vote: Support

Double lung transplant recipient, 12/15/2003, Duke University Medical Center.
Committee Response:

The Subcommittee thanks you for your support.

Comment 47:
vote: Support
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End-stage lung disease is very ugly. Sometimes physicians suggest to their patients that they do the
transplant evaluations while they still have the energy and get on the waiting list. The patient can
always turn down the transplant if they feel they do not need it. The important point is to accrue
time on the list, so that when you do need the transplant you will be eligible to receive one, if all
else is well. This is a good idea under the current system, but not all persons are ready to admit they
need a transplant before they really do need a transplant. Additionally, at least with Cystic Fibrosis,
the lung functions can decline very quickly. End-stage lung disease hits swift and fast. A patient
ends up needing a double-lung transplant before they have had the time to really think about it. The
waiting list is a potential death trap for them as many persons with CF find themselves in need of
the transplant but not with the time to wait an average of two years. It is also a big decision for
persons with CF to decide on a transplant. Many persons have a hard time coming to the realization
that their lung functions have declined as they have taken pride in keeping their lung functions up to
certain levels. So sometimes coming to this realization also takes up valuable and life-saving time.
Please consider allocation of lungs based on the need of the patient and not by time on a waiting
list. End-stage lung disease can happen so quickly, it hardly seems fair to punish people who it hits
so suddenly, that they do not have two years to wait for new lungs.

Committee Response:

The Subcommittee thanks you for your support.

Comment 48:
vote.: Support

How could anyone oppose a system which will provide lungs to those with the greatest need? Launi
L. Mills

Committee Response:

The Subcommittee thanks you for your support.

Comment 49:
vote: Support

I am a bilateral lung transplant recipient,09/12/02. This new proposals time has come, please pass it
so people will live and not die waiting. Thank you!

Committee Response:

The Subcommittee thanks you for your support.

Comment 50:
vote: Support
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I am a lung transplant receipent. I was on the wait list for 2 years and could have waited longer as I
was still active and able to walk on a treadmill daily. There were those who came into the transplant

center where I was that needed the lung more than I.

Committee Response:

The Subcommittee thanks you for your support.

Comment 51:
vote: Support

I am a pre-transplant candidate who only has months to live. Under the current system I will not live

long enough to receive a transplant, while others with less urgent need will receive transplants. I
urge you to pass this proposal.

Committee Response:

The Subcommittee thanks you for your support.

Comment 52:
vote: Support

I am for this if it does not discriminate against older people who otherwise qualify
Committee Response:

The Subcommittee thanks you for your support.

Comment 53:
vote: Support

I am shocked that there is even a vote on this! How could we prioritize transplant lists ANY other

way besides who is in the most immediate need first?!! When I found out the current system, I was
beyond appalled...

Committee Response:

The Subcommittee thanks you for your support.

Comment 54:
vote: Support
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I applaud the tremendous effort that has gone into formulating an allocation policy based upon
fairly objective indices of disease severity.

Committee Response:

The Subcommittee thanks you for your support.

Comment 55:
vote: Support

I believe medical urgency and transplant benefit are better criteria for lung allocations than accrual
time. Many people suffer or even die waiting for lungs because; A. Their lung disease is not
diagnosed until late and therefore they do complete the testing and get wait listed until they are end-
stage. B. They do not get wait listed until late in their disease due to other factors (unaware of
transplant options, financial obstacles, other), and therefore when they do begin the process itis
often too late. C. Their disease has been stable and then suddenly deteriorates very rapidly, not
giving them enough time to go through the testing process, let alone accrue enough time on the wait

list.

Committee Response:

The Subcommittee thanks you for your support.

Comment 56:
vote: Support

I believe that it is a waste of time to wait until a person is on a respirator before allowing them to
have a lung transplant. These people will live a whole lot easier if they are given the transplant as
soon as possible. Having them wait just makes it harder on them, because they have a greater risk of
not surviving. If we know the transplant is needed, it would greatly increase the persons chance of

survival if it was given them soon after.

Committee Response:

The Subcommittee thanks you for your support.

Comment 57:
vote: Support

I believe that this will significantly raise the success of lung transplant survival as the wait is a long
time and deterioration plays a major factor in being healthy enough at the time of the tranplant call.

Also, in order to withstand the surgery, good physical health is a plus, it is very difficult to maintain
a good excersise regimend when you can't breath or are hospitalized on a vent. The sicker a person

is, the more critical it is that they have transplant as soon as possible. Thank you Ginny Ortega
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Committee Response:

The Subcommittee thanks you for your support.

Comment 58:
vote: Support

I believe the proposals will increase the opportunities for CF patients to have better survival rates.
Thank you for your help.

Committee Response:

The Subcommittee thanks you for your support.

Comment 59:
vote: Support

[ believe this is a more fair way to allocate lungs.
Committee Response:

The Subcommittee thanks you for your support.

Comment 60:
vote: Support

I believe urgency of need should have a large bearing on list placement. However, I'm not in favor
of weighing survivability, as this could become a numbers game favoring the younger, fitter
candidates. And there is still no guarantee of longivity even with the statistically best candidates.

Committee Response:

The Subcommittee thanks you for your support.

Comment 61:
vote: Support

[ feel the current system needs to be changed. My brother and I were born with cystic fibrosis and
both became candidates for transplant. 1 waited 28 months for my transplant, and am doing well
over 2 1/2 years later. My brother died after waiting 18 months. Receiving a transplant is a
miraculous gift but I hate the fact that people who smoke cigarettes are given transplants when they
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ruined their own lungs. I understand that transplanting 1 lung into 2 people improves the lives of
those people, however if someone must have 2 to live, they should be the priority.

Committee Response:

The Subcommittee thanks you for your support.

Comment 62:
vote: Support

I have a daughter with Cystic Fibrosis who has been told she doesn't have but about two years, so
this change would most likely benefit her. ,

Committee Response:

The Subcommittee thanks you for your support.

Comment 63:
vote: Support

1 have friends that need new lungs and do not want them to have to wait until they are too sick to
handle the transplant.

Committee Response:

The Subcommittee thanks you for your support.

Comment 64:
vote: Support

I have received a double lung tx on 8/18/03 and I am doing well now. I was on the tx list over three

years and I have been told that I would have gotten it sooned if this policy was in place. I have seen
many not make it to there call. Also, I am avalible to volenteer if needed. I volunder and speak fore

the New England Organ Bank Thank You

Committee Response:

The Subcommittee thanks you for your support.

Comment 65:
vote: Support
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I Highly support this new proposed system which will provide lungs to those with the greatest need.
William Mills

Commmittee Response:

The Subcommittee thanks you for your support.

Comment 66:
vote: Support

I strongly support the use of Pediatric Donors for Pediatric Recipients,this has worked very well in

the heart transplant population, what better hope for the donor family to know that they have helped
another child not a 65 year old patient. '

Committee Response:

The Subcommittee thanks you for your support.

Comment 67:
vote: Support

I strongly support this proposal.
Committee Response:

The Subcommittee thanks you for your support.

Comment 68:
vote: Support

I support letting the sickest have organs first, My hubby is very ill with lung disease
Committee Response:

The Subcommittee thanks you for your support.

Comment 69:
vote: Support

I support the OPTN/UNOS Thoracic Organ Transplantation Committee's proposal for lung

allocation. My husband had a double lung transplant in February, 1993 at Barnes-Jewish Hospital in
St. Louis. He was put on hold for a year from the list because he had aspergillis and then he had a
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second evaluation. He was then put on the waiting list. It has been 11 years since his transplant and
even though he has had rejection a few times and some complications, I feel that his benefit from
the transplant outweighs any negatives. It has given him a second chance at life and we have a
daughter who is now 4 years old! He was 35 years old when he received his transplant and is now
going to be 46 years old in June. I support the proposal (which changes the current system) in
giving priority for lung candidates most urgently in need and expected to receive the greatest
survival benefit from the transplant. I believe that because my husband was so young when he had
his double lung transplant (35), it definitely increased his chances for survival after the transplant.
He also did not return to work after transplant which I believe has helped. Thank you.

Committee Response:

The Subcommittee thanks you for your support.

Comment 70:
vote: Support

I support the policy changes related to liver transplantation- we clearly need to balance the risk and

benefit ratio in patients who are to be considered for liver transplantation, and streamline the listing
process. Having a minimum MELD score for lissting is appropriate.

Committee Response:

The Subcommittee thanks you for your support.

Comment 71:
vote: Support

I support this proposal wholeheartedly. I think it may be occuring at some centers already by not

listing patients (or encouraging patients not to list despite having done all testing) until they are
ready to accept a transplant (as opposed to going on an inactive list if they feel they are still too

early).

Committee Response:

" The Subcommittee thanks you for your support.

Comment 72:
vote: Support

I support this proposed change because it would benefit the recipient because it would allocate the
organ based on urgency of need. This makes more sense to me and could save many lives. I am an
IPF lung transplant surviver. Thank you for your efforts, S. Storey

Committee Response:
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The Subcommittee thanks you for your support.

Comment 73:
vote: Support

My father has IFP and it seems very possible he will die before receiving a lung transplant under the
current system. I think that the proposed plan will better prevent people from dying unnecessarily
while they wait for a lung. Obviously the real solution is to increase organ donation, but in the
meantime, I think this is a necessary step. With a diagnosis like IFP it seems that a person can
deteriorate very rapidly. It is important to help people when they can still be helped. Thank you for
considering my comments.

Committee Response:

The Subcommittee thanks you for your support.

Comment 74:
vote: Support

Nice work. Some comments: 1. From a PH center perspective, I have concerns about using a
formula for calculating probablity of post-transplant survival in patients with PPH, when there are
relatively few data with which to base the calculation upon. 2. The mention of "Zones" A-D is
unclear. The entire document conains the word Zone in it many times, but the term is not explained
in the document 3. The nomenclature for PPH has been changed to IPAH.

Committee Response:

The Subcommittee thanks you for your support.

Comment 75:
vote: Support

People who have the greatest need (people who will not live long with-out organs)should recieve
organs first. Time on the list shouldn't matter as much as medical condition.

Committee Response:

The Subcommittee thanks you for your support.

Comment 76:
vote: Support
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Please vote in favor of saving lives that are in the greatest need of the organs.

Committee Response:

The Subcommittee thanks you for your support.

Comment 77:
vote: Support

Sirs: I support the new proposal of the sickest person recieving lungs the soonest. I was tx in july of
'85 at Presby in Pitts by Dr. B. Griffith for eisenmengers. I was cyanotic with an arterial blood gas
of a pO2 of 26mmHg on room air. my hematocrit=61.8 and had gotten up to 72. That is as about as
sick as one can get. I know I would not have lived much longer. I have ben very lucky and am still
doing very well. Please know that very sick people can servive tx an live for many years. Thank
you, Cathy McGill ht/lg tx 1985

Committee Response:

The Subcommittee thanks you for your support.

Comment 78:
vote: Support

Sounds like an equitable plan to me. I would differ to the actural transplant physicians and their

medical judgement, but all in all it would seem to be a good idea to transplant those who would be
more likely to have a longer survivial than those that don't.

Committee Response:

The Subcommittee thanks you for your support.

Comment 79:
vote: Support

Thank you for considering these changes. As a double lung recipient I believe there should be some

kind of "statusing” for lungs. Thanks too for giving us a chance to comment. Janice White Dbl Lung
1/17/03 ‘ '

Committee Response:

The Subcommittee thanks you for your support.
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Comment 80:
vote: Support

The current system does not serve the needs of the patient. Each time I take my husband(who has
UIP) to the pre-transplant clinic, this is painfully apparent. His condition is obviously so much
worse than the others there, and yet they will receive transplants ahead of him. This is apparent to
all when the others walk in on 2 It. of oxygen and are still mobile. My husband is wheelchair bound
and needs 11 It. of oxygen at rest and 21 It. to move around. Please change the allocation system. It
truly is a matter of life and death for so many people. My husband is one of those people.

Committee Response:

The Subcommittee thanks you for your support.

Comment 81:
vote: Support

there are people suffering so bad while they just wait. I believe it should be based upon illness
degree not a list.

Committee Response:

The Subcommittee thanks you for your support.

Comment 82:
vote: Support

This proposal is a significant step in the right direction to equitably allocate donor lungs. I am
especially grateful to see that a system has been devised that will allow adolescent donor lungs to
first be offered to waiting adolescent recipients. In heart transplantation a clear survival advantage
has been demonstrated with this scheme. In addition, this will significantly increase the number of
adolescents who will receive lungs while negligibly affectig the adult pool of recipients.
Adolescents tend to be a disproportionately large percentage of the donor pool and yet under the old
system adolescents have received a disproportionately small number of lungs. The current proposal
addresses and corrects these deficiencies. The other strength of the proposal is that as new survival
data comes along the algorithm can be modified. I do believe that it is important to incorporate
Liou's model for CF survival into this algorithm for assessing the CF patient. Overall, I support the
current proposal and urge UNOS to adopt it. Albert Faro

Committee Response:

The Subcommittee thanks you for your support.

Comment 83:
vote: Support
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Too many people are dying because they started the evaluation process too late. Taking into account
how sick someone is, as other organ allocation does, seems much more equitable.

Committee Response:

The Subcommittee thanks you for your support.

Comment 84:
vote: Support

We were pleased with the changes/ clarifications that UNOS has provided in this version of the
policy. The lack of current data was significant enough that we had opposed the last proposal and
was pleased to see that data was more current. Although the system is not perfect, the rules for
allocation of lungshave been refined. The old system of "time only" was not in the best interest of
many patients. The point system based on dx and prognosis post-transplantation is a positive move
to a more equitable system of allocating lungs. Please let me know if you need more details.

Committee Response:

The Subcommittee thanks you for your support.

Comment 85:
vote: Support

When determining the post-transplant survival measurement, the proposal uses the survival rates at
one year for all the various diagnosis groups in determining a lung allocation score. How do you
incorporate the differences in survival statistics when the recipient receives a double-lung verses a
single lung transplant regardless of disease? The statistics show that there is a significant survival
advantage when receiving a double over a single-lung transplant five years post-transplant, whereas
the 1 year survival advantage is not statistically significant, but is slightly better with a double.

Committee Response:

The Subcommittee thanks you for your support.

Comment 86:
vote: Support

Wife of single lung tx recipient UW-Madison 7/22/03 My husband could probably have waited a bit

longer for a lung. Recipients who are most ill should come first, providing that a transplant will give
them a reasonable chance of a quality life post transplant.

Committee Response:

The Subcommittee thanks you for your support.
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Comment 87:
vote: No Opinion

I have read the entire 28 page proposal with interest and find that I cannot offer an immediate
opinion due to the absence of specific critical information, namely the detail of requirements under
Section 1.B.Point 6. That is the section indicating that the Committee "continues to evaluate
possible requirements for periodic updates of diagnostic information for each candidate.” With
language such as POSSIBLE REQUIREMENTS and PERIODIC UPDATES (with no period
specified)one is voting for a PIG IN A POKE at this stage of the proposal's development. Why
doesn't UNOS get serious about the PAPWORTH PROTOCOL in the meanwhile and do something
that will benefit ALL transplant recipients. Cordially, Rohan S. Andrew

Committee Response:

Comment 88:
vote: No Opinion

I would like to reserve my opinion on the proposal for another 12-24 months, until we see its
applicability and validity. I am somewhat concerned about the repeated comments from one of the
committee members that "any new system implemented is bound to be better than the waiting time
system"---time will bear out whether that statement in accurate or not. As far as this specific
proposal, I do not see any consideration for the RETRANSPLANTATION. How is the allocation
score calculated for this population? We do have patients waiting for RETRANSPLANTATION at
our center (and I am sure that is the case across the country). Please clarify this point for me as this
is the second time i raise this issue and I do not see any mention of it (unless I missed reading a
segment in this proposal). Moreover, it will be nice if you can give us a case illustration with 4
different patients with different characteristics (1 patient from each category A-D) and show us
show the new score prioritizes them. As far as updating patient information, I think this should be
optional, rather than mandatory. If it is mandatory, it means that transplant centers will incur
increase costs of manpower-hours required to keep the database updated. On the contrary, if
updating the parameters is optional, then a center can update the data when they deem it necessary
based on the physicians follow-up testing and results (if the clinical situation dictates follow up
tests).

Committee Response:
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March 25, 2004

REGIONAL COMMENT SUMMARY
PROPOSAL: Allocation of Lungs: Proposed Amended OPTN/UNOS Policy 3.7.6 (Status of Patients Awaiting
Lung Transplantation), Policy 3.7.9 (Time Waiting for Thoracic Organ Candidates), Policy 3.7.9.2 (Waiting Time
Accrual for Lung Candidates with Idiopathic Pulmonary Fibrosis (IPF)), and Policy 3.7.11 (Allocation of Lungs)

Sponsoring Committee: Thoracic Committee

Description: The OPTN/UNOS Thoracic Organ Transplantation Committee proposes a new system for allocating lungs
that uses lung transplant candidates’ waitlist medical urgency and transplant benefit to determine priority for lung offers.
The proposed system would assign priority to lung candidates who are at higher risk of death if they do not receive a
transplant (waitlist urgency) and who are likely to receive a greater benefit of longer lifetime with a transplant as
compared to without a transplant (transplant benefit). This proposal would replace the current system that assigns
priority to lung transplant candidates based solely on the amount of time they have accrued on the lung waitlist. The
Committee predicts that these changes to the lung allocation system would direct lungs to those candidates who are most
urgently in need of a lung transplant and who are expected to receive the greatest survival benefit from the transplant.
The proposal includes provisions for updating transplant candidates’ clinical status, regular periodic review and
improvement of the algorithm, and assigned allocation priority for pediatric candidates.

DATE THIS DOCUMENT MODIFIED: 04/07/04

Region Meeting Motion to Approved as Approved by Did Not
g Date Appr'ove as Amended (See Consensus Consider
Written Below)
Conference
1 3/22/04 *See note below | ¢3[] pending
2 sro4 | 24yesOno. 7o
opinion
3 Yes
* see note below
4 apjo4 | 21yes,0mo, 0o
opinion
5 4004 | 16 yes: 1l no, 6o
opinion, 3 no vote
6 4/2/04 44 yes, 0 no, 9 no 50 yes, O no, 3no
opinion opinion
7 4/23/04 18 yes, 0 no, Ono
opinion
8 4/2/04 19-0-0
9 4/21/04 *See note below gﬁl“f%ﬁ o
10 430004 | 17¥es:1no,lno
opinion
11 Yes
* see note below
COMMENTS:

Region 1: Region 1 lung transplant program representatives met via conference call on 5/5/04. There are three lung
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Regional Comment Summary
August 25, 2003 Public Comment Distribution

Page 2

transplant programs in the region. Two programs did not approve of the proposal as written and one did approve it.
The reasons and concerns resulting in disapproval were: 1) No indication of the precision of the model; 2) Lack of
clarification for dealing with statistical ties; 3) What will happen to the non-outliers, i.e. the big group in the middle-
will they separate over time ; 4) Quality of life vs. survivability issues have not been addressed; 5) Does the proposal
disadvantage emphysema patients; 6) Will there be the opportunity for exceptional case review?

Region 5: Although the region approved the proposal, several of the thoracic program representatives agreed that
the additional data collected should be evaluated prior to implementing a policy change.

Region 6: Amendment - Initial values entered for each variable will be those used for allocation scoring. Programs
may update their candidates clinical data at any time they believe a change in patient medical condition warrants
such modification. All updated variables, except diagnosis, will revert to the original initial value 90 days after the
update. Updates of functional status and ventilator use will revert to the original initial value 30 days after the
update. Additional updates to clinical data may continue to be made as warranted by changes in the patient’s medical
condition.

Region 9: A conference call was held for Region 9 lung transplant program representatives. There are two lung
transplant programs, and one was represented. There was general support for the proposal if the following
considerations could be included: 1) Validation of the model; 2) Review of individual center lists to assess the
proposal stratification of current patients; 3) Inclusion of the results of 2 recent studies(CF and Emphysema) into the
model.

Region 3 & 11: The Thoracic Program Directors from Regions 3 and 11 met by conference call on Wednesday,
May 12. All of the programs received a copy of the PowerPoint Presentation that was used for other regional
meetings and conference calls by e-mail. The 3 and 11 Thoracic Programs also received a fax copy of the slides. Ed
Garrity, MD presented the proposal. There were a few questions seeking clarification and no concerns were raised.
The proposal was supported by both regions.
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Re: OPTN Policy Development, Final Rule, and OPTN Long Range Planning

RESOLVED THAT when making policy recommendations to the Board of Directors
regarding organ allocation, committees shall include recommendations specifically
addressing the performance goals set forth in the OPTN Final Rule, including
performance indicators to measure the achievement of performance goals and transplant
center performance. Such performance indicators shall include baseline data evaluating
how the policy being addressed is meeting the performance goais, the estimated or
uesirea amount of improvement to be achieved by implementation of the policy as
proposed, and the assessment required by the OPTN Final Rule. Committees shall make
recommendations to the Board of Directors at its next regularly scheduled meeting
regarding such performance goals, performance indicators, and assessments for existing
policies regarding organ allocation. In doing so, committees shall take into consideration
the deliberations of the strategic planning process of the OPTN.
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DRAFT: FOR DISCUSSION PURPOSES ONLY

Template for Introduction to Organ-Specific Allocation/Distribution Systems

e Would be developed separately for each organ system.

XX

Introduction to OPT:N/ﬁNOS Organ Allmaﬁon/Distﬁbuﬁon Policy. Objectives
Statement. The objectives of OPTN/UNOS policy for allocating/distributing [organ] is

to[ 1

[Considerations that may be discussed as part of the objective statement might include, for
(1) issues of organ allocation versus distribution, (2) issues not developed fully for

into policy and/or for future evaluation, and (3) factors that impact
I or purview of the allocation/distribution

example:
incorporation
allocation/distribution that are outside the contro

system.]

Compliance with OPTN Final Rule. This policy addresses requirements under the
OPTN Final Rule, 42 CFR Part 121, by [ ].

[Considerations that may be discussed as part of the Final Rule discussion include, for example:

Categories for prioritizing transplbm candidates, whether they are based on medical
urgency or not, and their medical basis and (reference to) supporting research and

medical practice.

a.

b. Any listing and de-listing criteria used in the policy, including supporting medical bases
and (reference to) analyses.

Geographic unit(s) used for allocating organs, addressing how criteria such as place of
patient residence or place of listing are artempted to be overcome by geographic
allocation unit definition, in light of considerations including, for example, organ
ischemic time, logistical matters, availability of specialized transplant and post-
transplant care, and other constraints that result from available medical science.

d. Overall allocation protocol, demonstrating how organs are allocated according to
degrees of medical urgency or other relevant categories within appropriate geographic
unit(s) consistent with thie following factors (if not sufficiently addressed in other
sections):  sound medical judgement, best use of donated organs, preservation of
physician judgement in declining organ offers or use for the potential recipient,
suitability for the specific organ or combination of organs, avoidance of organ wastage
and futile transplants and promotion of patient access to transplantation and efficient
management of organ placement, periodic review and revision as appropriate, and
disassociation with candidate’s place of residence or place of listing as feasible in light

of the previously lifted elements.

e Any factors addressing issues of patient access and socio-economic equity, including how
the policy addresses/reduces any ethnic barriers to transplantation, any disparities on the
waiting list by ethnicity, pediatric patient access 10 transplantation, and any other
barriers to transplantation such as those resulting from economic matters.]

Policy Performance Measures. The impact of OPTN/UNOS policy for
allocating/distributing [organ] and its success in meeting the objectives summarized
above are evaluated periodically based upon the following performance measure(s): [ 1
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DRAFT: FOR DISCUSSION PURPOSES ONLY

[Performance measures may include, for example (but without limitation), one or more of the
following: (1) risk-adjusted total life years pre- and post-transplant, (2) risk-adjusted patient and
graft survival rates following transplantation, (3) risk-adjusted waiting time, (4) risk-adjusted
transpjantation rates, (5) days hospitalized pre- and post-transplant, (6) days in intensive care
unit (ICU) pre- and post-transplant, (7) quality of life post-transplant, (8) organ ischemic time,
(9) organ discard rates, and (10) organs procured per donor.)

Policy Compliance Measures. Compliance with OPTN/UNOS policy for
allocating/distributing [organ] is assessed using processes and protocols developed by the
OPTN Contractor in accordance with the contract with the Department of Health and
Human Services (HHS), Health Resources and Services Administration (HRSA) to

operate the OPTN.
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OPTN Policy Development, Final Rule, and OPTN Long Range Planning
DRAFT - To serve as initial departure point for Thoracic Committee revisions

3.7

Lung Allocation Policy. For the OPTN/UNOS Thoracic Organ Transplantation
Committee, the overall goal of deceased-donor lung allocation policies is the ongoing
development of an evidence-based allocation system that ranks each patient using
objective, measurable clinical criteria such that the practice of lung transplantation
increases patient benefit. In pursuing this goal, the policies should attempt to maintain or
increase organ availability, preserve the public's trust in the national allocation system,
and maintain a balance between justice and utility. The policy operates by employing an
algorithm that incorporates clinical diagnostic variables that data suggest are predictive of
the additional amount of time a patient would live on the waitlist without a transplant,
(waitlist urgency) and the additional amount of time a patient would live following a lung

- transplant (post-transplant survival). The difference between waitlist urgency and post-

transplant survival, as measured by additional days of life lived both on the waitlist and
following a transplant, is predictive of transplant benefit. Lung transplant candidates are
ultimately prioritized by an allocation score that is calculated to reflect the difference
between transplant benefit and waitlist urgency.

The specific goals of these deceased donor lung allocation policies include:
e Reducing the number of deaths on the lung transplant waiting list;

¢ Increasing the transplant benefit for candidates who receive a lung transplant;
and

e Ensuring the efficient and equitable allocation of lungs to active transplant
candidates.

Whether lung allocation policies are approaching their goals will be assessed on an
ongoing basis using data that reflect a number of metrics including but not restricted to

the-following:

e Waitlist death rates and post-transplant survival rates ;

e Listing, transplant, death and removal rates for various patient groups (e.g.,
diagnostic groups, allocation score ranges, demographic and geographic groups);

e Indicators of morbidity and quality of life, as measured by available data and
current methodologies;

e Risk of progression of disease;

e [Others — or more specific breakdowns for above bullets?]

The Committee will conduct regular reviews of the clinical diagnostic variables used,
patient survival data, and the allocation mechanism itself to ensure that the lung

-
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allocation policy is meeting the established goals. It is anticipated that the Committee
will be able to evaluate the achievement of the performance goals of these lung
allocation policies by reviewing on a regular basis the impact of the algorithm on both
waitlist death rates and post-transplant survival rates.




OPTN Policy Development, Final Rule, and OPTN Long Range Planning
DRAFT - To serve as initial departure point for Thoracic Committee revisions

Heart Allocation Policy. For the OPTN/UNOS Thoracic Organ Transplantation
Committee, the overall goal of heart allocation policies is identify heart candidates who
have the most urgent medical need for a transplant and who have a high likelihood of
survival following the transplant and to expedite heart allocation to those candidates. In
pursuing this goal, the policies should attempt to maintain or increase organ availability,
preserve the public's trust in the national allocation system, and maintain a balance
between justice and utility. The policy accomplishes this goal by establishing a three-
tiered status system in which patients are classified by medical urgency and receive
higher priority for heart offers based on higher levels of medical urgency. The allocation
policies base the determination of medical urgency upon specific clinical criteria that
suggest severity of illness and urgency. Candidates must meet specific criteria predictive
of elevated urgency to receive the highest priority for heart allocation. Because the
“highest status levels are allowable for limited periods of time, transplant center must
regularly re-certify a candidate’s eligibility for these status levels. Fairness of the
allocation mechanism is assured by Regional Review Boards that review and approve
candidate’s applications for listing at the elevated status levels.

The heart allocation policies use the following additional factors to prioritize heart
allocation: time accumulated on the waitlist, ABO compatibility, and geography.
Waiting time is accumulated by candidates at each status level to allocate organs as
among other candidates at that status level. Candidates receive higher priority at each
status level for ABO identical donor matches than ABO compatible donor matches. To
ensure donor organ quality and reduce ischemic time, donor hearts are allocated first to
candidates within local areas before being distributed to increasingly larger allocation

Zones.

Whether heart allocation policies are approaching their goals will be assessed on an
ongoing basis using data that reflect a number of metrics including but not restricted to

the following:

e Pre- and post-transplant graft and patient survival;

e Listing, transplant, death and removal rates for various patient groups (e.g.,
diagnostic groups, allocation score ranges, demographic and geographic groups);

e Indicators of morbidity and quality of life, as measured by available data and
current methodologies;

e Risk of progression of disease;

e [Others — or more specific breakdowns for above bullets?]

The Committee evaluates the achievement of the performance goals of the heart
allocation policy by periodically reviewing the impact of the algorithm on both waitlist
death rates and post-transplant survival rates, and reviewing any additional issues that
arise in relation to status determination and geographic distribution.
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OPTN/UNOS Thoracic Committee
Descriptive Data Request

VAD Use in Adult Heart Waiting List Candidates and Transplant
Recipients

Prepared for:
Thoracic Committee Meeting
January 23, 2004

By
Leah Bennett Edwards
Research Department
United Network for Organ Sharing
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I horacic Committee January 23, 2004

-

Request
Provide tabulations of VAD use by status on the waiting list and at transplant. Tabulate the time

since VAD implantation for those candidates and recipients with a VAD . )

Background/Purpose

The definition of Status 1A(a)(i) was modified in October 31, 2002. Prlor to that time, a
candidate could be listed as Status 1A for 30 days following 1mp1antat10n of a VAD. After the
change in definition, a candidate could be listed as Status 1A for 30 days once the center felt they
were medically suitable. This Committee has expressed interest in monitoring how this change
affected the distribution of status on the waiting list and at transplant. -

Data and Methods

For the waiting list tabulations, quarterly snapshots were examined between September 30, 2001,
and December 31. 2003. Only candidates who were 18 or over at the time of listing were
included. The status at the time of the snapshot was determined; in the rare case where multiple
criteria were cited. the highest (first alphabetically) was used in the tabulations. Percentages
were computed based on actively waiting candidates only. To examine the impact of the change
in definition of Status 1A(a)(i). the results are tabulated separately before and after the

modification (October 31, 2002).

For the transplant tabulations, all heart transplants performed in adult recipients between January
1, 2001, and October 31, 2003, were included.

Page 2 of 4
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Thoracic Committee

January 23, 2004

Results ]
Table 1. VAD use on quarterly snapshots of the waiting list
" 7 Tabulated by Criteria '
No VAD Had VAD
Medical urgency status Medical urgency status
Era Snapshot
date 1A - 1B- 1A(a) -
nonVAD nonVAD 2 7 All VAD 1A(b) 1B(a) All
N % N % N % N |% N |[% | N|%|N|%|N|%|N|%
Pre- 09/30/01 28| 12| 285| 126 1823 80.5( 1629 37651943 18| 08| 27| 12| 84 37| 12957
10/31/2002
12/31/01 33| 15| 245) 112 1782 81.6| 1668 37281944 | 26| 12| 21| 10| 76| 35| 123| 56
03/31/02 421 191 250] 114 1775| 81.0| 1649 371619430 28| 13| 16| 07| 81| 37| 125] 57
06/30/02 290 13| 261| 120 1744| 80.0] 1683 3717 ({933} 25| 1.1 17| 08 103| 47| 145] 67
09/30/02 32y 16| 228 113 1634] 80.8]| 1637 3531|9370 18| 09| 18| 09} 92| 45| 128] 63
Average 33 LS| 254) 117] 1752 80.8| 1653 3691|940 23| 11| 20] o9 87| 40/ 130] 60
Post- 12/31/02 36 181 229| 16| 1566{ 79.6| 1655 3486 193.1| 32| 16| 16| 08| 881 45| 136] 69
10/31/2002
03/31/03 350 19| 225| 119 1499 79.6 | 1582 33411934 21| 1.1| 15| 08| 89| 47| 125 66
06/30/03 220 12] 237 129 1454| 792} 1616 33291932 23 13 91 05) 92| 50/ 124} 6.8
09/30/03 344 19| 240 1374{ 1355| 774 1578 3207|931 ) 25| 14| 15| 09| 81| 46| 121] 69
12/31/03 330 19| 241 141 1307 76.6| 1567 3148 | 926 14 08| 14| 08| 98{ 57| 126] 74
Average 32J 1.8 23¢| 129] 1436| 785 1600 3302 (930 23| 12] 14| 08| 90| 49| 126] 69
Table 2. VAD use at transplant
Tabulated by Criteria
g No VAD Had VAD
i[ Medical urgency status Medical urgency status
Transpla‘nt date |i 1A B
| nonVAD | nonVAD 2 All 1A(a) - VAD 1A(b) 1B(a) All
' N % ,’ N | % | N l % | N | % N % N|%! N |%!| N| %
1/1/2001-10/31/2002 | 716!1 21.1 ’ 1036]5 306 | 915 J 270 | 2667 i 786 | 213 6.3]264!78|247|73|724| 214
11/1/2002-10/31/2003 ’ 340 20.0 E 578 ] 339 1 455 I 26.7 | 1373 1 80.6 163 961 821481 86|50 331194
Page 3 of 4
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Thoracic Committee

January 23, 2004

Table 3. Survival following transplantation
Tabulated by Criteria

Status/Criteria at Transplant

- \2
Transplant date Month 1A nonVAD 1A(a) - VAD 1A(b) 1B nonVAD 1B(a) 2
- # # # # #
N | fol | Surv | N fol {Surv{ N | fol | Surv N #fol | Surv | N | fol [ Surv| N | fol | Surv
1/1/2001- 1 716 | 636 | 93.2| 213 181 | 87.2| 264 | 231 91.01 1036 ! 944 | 943 247|226 93.81 915 | 842 95.7
10/31/2002 : -
3 716 i 599 896 213 | 165 | 81.3 | 264 223 89.4 | 1036 | 919 923|247 1217 91.7| 915 | 809 93.4
6 716 i‘ 584 8811 213 | 158 783 (264 | 212 858 1036 | 890 | 90.4 | 247|209 892|915 788 91.9
9 716 | 566 858 | 213 153 | 77.3 1264 | 205 83.8| 1036 | 871 89.0 | 247 | 208 | 88.8 | 915 | 764 90.2
12 716 | 426 842 | 213 | 119] 75.2 | 264 | 169 82.5 | 1036 663 88.1 1247 | 163 | 888|915 | 574 89.4
11/1/2002- 1 340 | 133 942 | 163 831 89.0 82 42 94.5 578 214 95.0 86 29| 86.81 4551172 94.2
10/31/2003
3 340§ 38 83.8 | 163 25 834 82 14 82.8 | 378 87| 91.8 455 65 90.5
6 340 j 22 75.1| 163 13| 78.7 578 46 849 455 46 88.8
9 340 | 19] 679 163 12 | 72.7 578 421 83.0 455 37 88.8
12 | s78| 25| 810
N = Number of transplants
# fol = Number alive with followup
Surv = Survival rate
Page 4 of 4
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Prepared by the Scientific Registry of Transplant Recipients Final Analyses 01/13/04

Request 3: Mortality Risk of Heart Transplantation for VAD
Patients’‘Compared with Remaining on the Waitlist

Purpose of Request

Compare the risk of post-transplant mortality for VAD candidates at each medical
urgency status and criteria to the risk of remaining on the waiting list in that status and
criteria. Determine whether patients in each status and criteria receive a transplant

benefit.

Inferential Statistical Request

Analyses of VAD patients:
a) Compute the mortality on the waiting list for VAD patients based on time since

implant, for those with and without device-related complications.

b) Compute post-transplant mortality for recipients with a VAD based on medical
urgency status and criteria (i.e., 14(a)(i), 1A(b) and 1B(a)).

¢) Perform a heart survival benefit analysis for patients with VADs, comparing the
benefit of transplantation for Status 14(a)(i) patients with that for Status 1B(a

patients.

Study Population ;
a) Patients who were on the heart waiting list with a VAD implanted between February

1, 1999 and August 31, 2002 (cutoff to allow for at least 1 year of follow-up).
b) Patients with a VAD who received a heart transplant between February 1, 1999 and

August 31, 2002 (cutoff to allow for at least 1 year of follow-up).
¢) Patients who were on the heart waiting list with a VAD implanted between February

1, 1999 and August 31, 2002 (cutoff to allow for at least 1 year of follow-up).
Analytical Approach

Introduction

The question of interest here is when is the optimal time to allocate organs to VAD
implant patients. The best way to answer this question would be a randomized controlled
~ clinical trial. Death rates can be calculated from the available data for candidates while

they remain in the same category (complication / no complication). However, since
candidates change categories, the category specific death rates will not identify the
optimal allocation strategy with certainty.

Part (c) of this request is not yet completed. The Methods and Results sections below
describe the issues involved with these analyses and our progress to date.

Methods

Final Analyses for the OPTN Thoracic Organ Allocation Committee
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a) Time-dependent waitlist mortality risk was anatyzed for VAD patients from . .
date of initial VAD implant to death, with follow-up censored on 7/31/2003,
removal from the waitlist, or transplant. Patients who received a VAD
implant before listing entered the analysis on the day of listing using left
truncation. A time-dependent covariate for first complication after the VAD
implant was used to estimate the risk of mortality on the waitlist with and
without a complication. We identified the first complication date by the date
of the first status 1A form after VAD implant date indication that device
related complications with mechanical circulatory support for more than 30

day.

b) Patient survival was calculated using Cox models for heart transplant
recipients with VAD implants, as time from transplant to death. Patients were
followed for a maximum of three years, censoring at 8/31/03. Results are
shown by group (VAD<30 days before transplant, VAD > 30 days before
transplant with complication, VAD > 30 days before transplant without

complication).

¢) This request requires non-standard analysis techniques which we are currently
developing. We have determined that the results from various analytic
approaches are very sensitive to the assumptions made in defining the
analyses. We will report these results as soon as the methodology is finalized.

Results .

a) Waitlist Mortality

There were 1293 patients who had a VAD implanted during February 1, 1999 - August
31, 2002 who were on the heart waiting list at the time of implantation or were listed after
implantation (but before the end of the study). Of these patients, 30% (n=382) received
their VAD prior to their listing date. (Of these, 12 were listed more than 4 weeks after
VAD implanted, 49 were listed 2-4 weeks after VAD implanted, and 321 were listed

within 2 weeks of VAD implant.)

Patients who had experienced a complication had significantly higher risk of mortality
than those who had not (HR=1.94, p= 0.0006).

b) Post Transplant Mortality

Table 3.1 Post-Transplant Moitality Model for VAD Patients. Patients with a VAD who
Received a Heart Transplant Between February 1, 1999 and August 31, 2002.

Factor (n =783) Percent HR (95% CI) p value

VAD > 30 days/ no complications 35.4% 0.538 (0.37,0.78) 0.0012

VAD > 30 days/ with complications 29.1% 0.714 (0.49, 1.04) 0.0818

VAD for 30 days or less 35.5% 1 Ref

Final Analyses for the OPTN Thoracic Organ Allocation Committee .
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Patients who had their VAD for more than 30 days before transplant and had no .-
complications had a significantly lower post-transplant mortality rate than those who had
their VAD for 30 days or less (HR = 0.54, p=10.001). Patients who had their VAD for
more than 30 days before transplant and had complications had a marginally lower post-
transplant mortality rate than those who had their VAD for 30 days or less HR=0.71,p

= 0.082). Finally, patients who had their VAD for more than 30 days before transplant

and had complications had a nonsignificantly higher post-transplant mortality rate than

those who had their VAD for more than 30 days without complications (HR = 1.33,p =
0.19). Figure 3.1 shows Kaplan Meier post-transplant survival curves by VAD group.

Figure 3.1 Kaplan Meier Post-Transplant Survival Curves by VAD Group.

Survivor function estimate
.ool

> 30 days/ no compl.

> 30 days/compl.

VAD for 30 days or less

1
0
0
0
0
0
0
0
0.84
0
0
]
0
0
0
0
0

.68 ]
o.ssj T T T T T T T T T r v 1. 1.1 v 1 17 T v v 1.t t + T T3

0 1
Patient years at risk of mortality

c) Transplant Benefit

Caveats

It is difficult to define the appropriate comparison group in this analysis because patients
who went on to have complications are selectively moved to the complication group.
This tends to underestimate the death rate on the waitlist with no complication and may
overestimate the death rate on the waitlist with complication. We are developing a

Final Analyses for the OPTN Thoracic Organ Allocation Committee
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method using time dependent Cox models that addresses these issues but it has not yet .
been finalized. We will report results as soon as the methodology is finalized.

-

It is possible that TSAM could provide another way to approach this question. Its utility -
however, will depend completely on the amount of data available in each category.

Final Analyses for the OPTN Thoracic Organ Allocation Committee
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October 28, 2003

Matthew Coke
Policy Analyst, UNOS
International Relations and Thoracic Committees

700 N. 4™ St
Richmond, VA 23219

Dear Mr. Coke:

For the past several years, to prevent wasting vital viable organs, LifeCenter Northwest

(WALC), has been forced to offer thoracic organs to transplant programs in Canada. Due
to the vast distance, which compromises our catchment area, (Region 6), Alaskan donors
are too far away for most U.S. transplant centers to consider recovery for thoracic organs.

These offers have always been made after the U.S. donor match runs have been
exhausted and time and/or distance become the only refusal reasons given. At that time,
per our policy, UNOS is notified of our intention to contact Canadian centers with a
specific thoracic organ offer, (these offers are limited to hearts and lungs only as
abdominal organs are easily placed within the U.S.). If the offer is accepted, UNOS is

immediately informed.

The centers in Vancouver and Edmonton, as well as our Donor families, are most
appreciative of the opportunities they have had to transplant their recipients with organs
that may not have been otherwise recovered. These programs are ultimately professional

and wonderful to work with.

Prior to my assuming my current position, some efforts were initiated in order to enable
LifeCenter to avoid continued non-compliance with OPTN/UNOS policies 6.4
Exportation and Importation of Organs, and 3.7 Allocation of Thoracic Organs.
Subsequently, Josh Czarda advised Diana Clark, our CEO, to apply for a variance, which
would recognize these special relationships with the Canadian transplant programs. After

speaking with Mr. Czarda, I am writing to you to ask for your assistance in this matter.

We wish to continue to recover and place every viable organ while complying with
UNOS policies. In order to achieve these two goals, please direct me to any additional

steps that would facilitate approval for this variance.

Sincerely,

Lynn Cravero
Director, Clinical Services

Cc: File

- 5
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of Hawaii

Donor Center -

January 12, 2004

Aloha,

We would like to ask the UNOS Thoracic Committees’ help in resolving issues that are
complicating thoracic organ allocation, policy compliance, and documentation for Organ Donor
Center of Hawaii (HIOP). We would like to share some facts about Hawaii and our OPO that we
believe arc important to take into consideration. -

Hawaii’s geographié-‘ location is ﬁnique. Hawaii is the most isolated landmass in the
world, surrounded by more than 2,300 miles of ocean in all directions.

Hawaii is served by a single transplant center, St. Francis Medical Center (HISF).
Organ Donor Center of Hawaii (HIOP - Region 6) is the smallest OPO in the United

States, with a local population of 1.1 million and 17 donor hospitals spread across 4
major islands. L , o

“We are committed to maximizing the availability of organs for our local transplant candidates and
those awaiting transplant on the Mainland. In order to prevent organ wastage, we make every
effort to place transplantable organs when no local recipient is available. The current system for
thoracic organ allocation and documentation of placement efforts is problematic for HIOP in that:

Beyond our local area, thoracic organ match runs include all patients listed nationally,
unsorted by geographic distance. (Please sce attachment 1)

| If organs are 1o be shared sﬁcccsvsfully within thc'tim‘é available, HIOP coordinators must

cerefully examine the match run in order to locate transplant centers that are within range
of acceptable cold-ischemic time & distance. , - :

In doing so, HIOP often ‘bypasécs' scores of potential recipients scattered throughout the
United States, resulting in potential policy violations. . -

UNET"™ does not allow for a center to be passed duc to geographic distance. So cach
time HIOP performs thoracic organ placement activity a letter must be submitted to the
UNOS policy compliance department explaining why the proper allocation sequence was
not followed. o ' :

To alleviate these problems, HIOP would like to request that the Thoracic Committee
consider the creation of new zones for thoracic organ allocation that take into account
Hawaii's unique geographic location. (Please see attachment 2).

Telephone: (808) 3997630 » FAX: (808) 596-7631 » Neighbur Tstands call 10ll fiee 1 (R77) 8530603 + ODCH@aol.com + A 24 hour service

EXHIBIT I
1-1

- .900 Fort Street Mall, Suite 1140 » Honolulu, Hawaii 96813



UNOS Thoracic Committee.
January 12, 2004

Our suggestlon isto create a sequence of allocanon that would place thoracic organs locally first,
then within the following zoncs - _ ,

Zone ‘X' would extend to all transplant centers thhm 2, 500 nm of Honolulu, HI.

Zone ‘Y’ would cxtend to all transplant ccntcrs that are bcyond 2 500 nm of Honolulu, HL.

We believe this would create more ‘realistic’ match runs for HIOP that include only those
potential recipients that are within range of acceptable cold-ischemic time & distance while
excluding those who are outside these functional limits. Other factors (Status, age, waiting time)
that determine the sequence of allocation would apply as usual

We believe the potential benefits wbuld include:

Increased sPced & efﬁcwncy of thorac:c organ placement

Removal of challenges related to documentation of placcmcnt efforts.
" Removal of potenual policy violations.

* Possible decrease in thoracic organ wastage. -

No potential detriments couldbe‘ idcnﬁf ed at this time.

We genumely apprecxate your time & attentlon m consldermg thesc matters. We look forward to
any assistance you may provxde -

[

Sincercly,

Chnstopher Carroll, RN CPTC ,
UNOS representative (HIOP - chlon 6) -
Organ Donor Center of Hawaii - -
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Run Number 1

UNOS Heart Match Results
Potential Recipient Format

9/30/2002 2:50 PM

Match d: <R Match Submit Date: 9/30/2002 14:45 Match By: Campbell, John

Donor \d: ‘.

. Provider Information
OPO: 12P001 - HIOP - Organ Donar Center of Hawaii

| Donor Hospital: 120001 - QUEENS MEDICAL CENTER

Demaographic Information

Age: 22 Date of Birth Gender: Female

Clinical Information
ABO: O
Helght (cm) 135 Height (in): 53
Weight (kg) 55 Weight (lbs): 121
HCV Antibedy: Not Done
Hepatitis B Core Antibody Not Done

HLA: A1: 0 A2: 0 B1: 0
BwW4: BWE: cwi: 0
DR1: 0 DR2: 0©
DR51: DRS2: DRSJ:

! DQ1: O DQ2: 0
’revious Gastrointestinal Disease:
Time for Preliminary Crossmatch: Yes

Crossmatch Infarmation: Crossmatch results used to enter 906 Refusal Codes:
None

B2: O
CW2: 0

I-4
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UNOS Heart Match Results | Page 2 of 47

Donor id: SEIE™ Run Number: 1 Match id: 148950  Match Submit Date: 9/30/2002 14:45 Match By Campbell, John
WL T Weight (Ibs) Max WaitTime Other
S5eq Org Center Name SSN . Telephone Age ABO X UA X Min Max Mile D H:M:S Organs

Common OPO Status 1A ABO Primary Ped Candidates for Adolescent Donor

Common OPO Status 18 ABO Primary Ped Candidates for Adalescent Danor
Common OPO Status 1B ABO Secondary Ped Candidates for Adolescent Donor
Common OPQ Status 1B ABO Primary Candidates
Common OPO Status 1B ABO Secondary Candidates ,
Common OPO Status 2 ABO Primary Ped Candidates for Adolescent Donor
Common OPQ Status 2 ABO Secondary Ped Candidates for Adolescent Donor
Common OPO Status 2 ABO Primary Candidates
Common OPO Status 2 ABO Secondary Candidates
Zone A Status 1A ABO Primary Ped Candidates for Adglescent Donor
Zone A Status 1A ABO Secondary Ped Candidates for Adolescent Donor
Zone A Status 1A ABO Primary Candidates |
Zone A Status 1A ABO Secondary Candidates

Zone A Status 1B ABO Primary Ped Candidates for Adalescent Donor
Zone A Status 1B.ABO Secondary Ped Candidates for Adolescent Donor
Zone A Status 1B ABO Primary Candidates

Zone B Status 1A ABO Secondary Ped Candidates for Adolescent Danar
Zone B Status 1A ABO Primary Candidates

Zone B Status 1A ABO Secondary Candidates
Zone B Status 1B ABO Primary Ped Candidates for Adolescent Donor

Zone B Status 18 ABO Secandary Candidates

I-5
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Donorid: JJ® Run Number: 1

UNOS Heart Match Results

Match kd: 148950  Match Submit Date: 9/30/2002 14:45

Page 3

Match By Campbell, John

ol 47

Weight(1bs) Max Wait Time Other

Age ABO X UA X MIn Max Mile D H:M:S Organs

Wil A UN/M LVAS WTT WA 63 A WA WAL PIass WML A0

Zone A Status 2 ABO Secondary Candidates

Zone B Status 2 ABO Primary Ped Candidates for Adolescent Donor

Zone B Status 2 ABO Secondary Ped Candidates for Adotescent Donor

Zone B Status 2 ABO Prima nu=n=nu~nm.

Zone B Status 2 ABO Secondary Candidates
Zone C Status 1A ABO Primary Ped Candidates for Adalescent Donar
Zone C Status 1A ABO Secondary Ped Candidates for Adolescent Donor

Zone G Status 1A ABO Primary Candidates
1 HR wechTx1
Called Information:

2 HR oHce-TXi S
Called Information:

3 HR PACP-TX! 4R
Called information:

4 HR PATUTX1 JD
Called Information:

5 HR MAPE-TX1 (D

Called: _ =~ Information:

6 HR MocG-TX1 D
Called . Information: :

7 HR ALUATXT D
Called Information:

5 R WP SR
Called: Information:

9 AR MumTx! SR
Called Information:

10 HR FUMTXY G
Called Information:

A (4142662000 16

Response: Accept:
JdER. (2005565433 2
Rasponee: Accapt:
G (215557800 22
Rasponse: Accapt:
W (215)557-80%0 61
Resporsee =~ Accept:
P (c00)3466362 58
Response: Accapt:
R (800)3336432 17
Response: Accept:
N, (500)252-3677 15
Response: Accept:
G (-04)8423838 45
Response: Accapt:
G (734)973-1577 48
Response: Accept:
W (305)837-5059 28
Response: Accept:

Ref Code: WA

N 121 304 5000
Ref Code: &
N 0 200 1900

Ref Cada:

N 117 168 9
Ref Code: .
Y 110 440 D939
Ref Code: |
Y 100 400 1500
Ref Coda: |
N {10 154  |3500
Ref Code: |
Y 80 180 |3000
Ref Code: b

Y 112 400 1500
Ref Cods: l||

Y 100 400 1500
RafCode: _ |

N 120 300 w.w

;m. 20:46:14
N_\ Wwaﬂ
114 23:51.04
74 10:5231
59 15:53:10
54 08:58:09
25 02:25:01
24 {2:08:48
21 oz

16 15:46:58
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UNOS Heart Match Results

148950  Miatch Submit Date: 9/30/2002 14:45

Page 4

Match By Campbell, John

SSN Telephone

q

Weight (Ibs) Max  Wait Time Other

Age ABD X UA X Min Max Mile D H:M:S Organs

oo_.o:ai .Run Number: 1
WL

Seq Org Center Name

1 HR NCBG-TX1 G

Called: iMormation:
2 W e G

Called irfarmation:

13 HR nvma-Txt D

Called: _53-535:“. .I||x||||11
14 HR Lot IR

Called: information:
Qe washxi U

Called: Information:

16 HR michTxt D

Called: Information:

7 HR NYMaTx G

Called: Inform ation:

18 HR FLTGTXY l

Called: information:

19 AR neou-t

Called: o Information: o
Zone C Status 1A ABO Secondary Candidates
20  we neoe™t QR

Called: Information:

21 HR onucTxt R

Called: Information:

2 M once™x1  (ENEREED

: Information:

Information:

cauc T ) GRS
mpllw Called: __ Ioformation: __ .
25 R nyma-Tx R
Called: infosm ation:

Jane

ro:

SEEERR (800)277-7654 50

Rasponse: Accept:
G 11890550 29
Response: Accept:
D (7185206500 50
Response: Accept:
GNP (048423838 51
Response: Accept:
JdED (888)543-3287 62
Response: Accept.
l (7349731577 12

R nSe Accapt:
' (718)9206500 5
Response: Accept:
l (813)253-2640 24
Respanse: Accept.
' {252)752-5480 27
Respanse: Accept:
G (52725380 43
Response: Accept:
ol (513)556-5000 67
Response: ____ Accept:
SN (800)556-5433 59
Response: Accept:
..u_ovmow.mqmm 18

Responge Accapt:
CEREER (310)2066766 59
Response: Accept:
SRR (7189206500 39
Response: Accept.

0

o

0

N

N

nw_U)ﬂJ 14 10:32:56

z& no..o

N mooo 12 23:40:21
Ref Code: I

N 50 220 | 2000 12 222511
Ref Code: |

N 110 400 1500 0§ 21:27:46
Ref Code:

Y 121 331 |1500 05 2054:56
Ref Code: L

Y 100 180 1500 05 01:11:32
Ref Code: |

N 80 270 {2000 04 23:24:.06
Ref Code: l

N 92 440 1500 03 21:11:46
Ref Code: __ |

N 73 400 9999 02 21:31:Z7
Ref Code: |

Y 9 400 |9999 119 223281
Ref Cade: -

Y 105 44 9999 39 03:35:11
Ref Code:

24 232710

N 100 440
Ref Code: «

Y 100 21 20:50:30
Ref Code: m.!. valr
Y 9 440 19 23.46:35

Ref Code:
N 50
Ref Code:

220 2000 12 04:03:06
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UNOS Heart Match Results

Page §
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Danor id: @A  Run Number: 1 Match Id: 148950  Match Submit Date: 9/30/2002 14:45 Match By Campbell, John
WL T Weight (Ibs) Max Wait Time Other

Seq  Org Center Name SSN Telephone Age ABO X UA X Min Max Mile D H:M:5 Ormgans

26 HR oHccTxt D - (800)558-5433 48 0N N 100 440 2000 09 2337:06

Called Information: Response: Accept: Ref Code:

2 HR PAUP-TX! D S (2155578090 56 O N Y 90 300 1500 09200150

Called Information: « Response: Accept: Ref Code:

28 HR MUMTX1 SRR "> (734)973-1577 64 0 N N 100 400 1500 06 02:15.03

Called Infomation: Response: Accept: Ref Code:

29 HR NYAM-TX! o ‘SEPe (518)262-:3111 51 0N N 119 400 9999 (06 02:02:51

Called: information: __ - Response: Accept: Ref Code:

30 HR OHCCTX! (RN SRS (300)558-543) 53 0N N 100 440 2000 05 213357

Called Information: Response: Accept: Ref Code:

3 HR PAUP-TX1 .‘ GNP (2155578090 49 0N N O 441 9999 05 01:1953

Called: Information:. . wnmva..uo Accept: Ref Coda:

32 HR  WILUW-TX1 l S (608)2620143 44 O N N 120 35 3000 04223255

Called: Information: _.____ mﬁ-.a:g Accept: Ref Cade:

33 HR  PAUP-TX1 ' : SR (215)557-8090 38 O N N 50 400 9939 03 21823 LI

Cailed: information: _: © Response: Accept: Ref Code: ;

34 HR NYCP-TX1 ' : SR (2124331370 50 oN Y 105 225 9999 (03 01192

Called: __ ~~ Informationn ___ Response: Accept: Ref Code:

Zane C Status 1B ABO Primary Ped Candidates for Adolescent Donor

Zone C Status 1B ABO Mnnoi.u_ Ped Candidates for >._o_umna=n Donor

35 HR NEBM-TX! SR . W (60019250215 59 ON N 99 35 9999 725 014649

Called Infomation; __ Response: Accept: Ref Code:

36 HR NBFTX ‘@%ﬁrﬁ: 43 0N N 75 300 2000 659 151835

Cafled: information: Response: Accept: Ref Code:

37 HR PAURTX! (SR l (215)557-8090 47 0N N 100 400 9999 550 04:31.09

Called: Information: __ Response: Accept: Ref Code:

1 HR mvumTxt  oniiE l (B00)247-4273 12 0 Y Y 62 121 3000 436 20:5802

Called: Infonmation: Response: Accept: Ref Code:

k] HR  MNaNTX G (612)8635700 48 0Y Y 9 250 750 393 09:3224

Called: . Raf Code:

Information: Responsze: Accept:

I1-8



UNOS Heart Match Results v Page 6 of 47

Donorid: SEM™ Run Number: 1 Match Id: 148950  Match Submit Date: 9/30/2002 14:45 Match By Campbell, John
T Weight (lbs) Max Wait Time Other
SSN - Telephone Age ABO X UA X Mn Max Mie D H:M:S Organs

GBI 25557800 55 O O N N 100 400 1500 370 00:06:56

infarmation: Response: Accapt: Ref Code:
o GEEENNNR (61956436737 41 O 0 N Y 110 441 2000 363 035418
Information: Response: Accept: Ref Code:
(Y QIR (500650 6 O O N N80 200 1500 346 203703
Information: Response: - Accept: Ref Code:

Y l (858)5413400 34 O 0 Y Y 9 300 1500 328 142247
Called: Information: Response: Accept: Ref Cade:

b SR (456001000 59 O O N N 100 300 1500 314 030428

: Information: Response: Accept: Ref Code:

45 HR - vuvxt S . QR (7349731577 0 O 0 Y Y 100 400 1500 261 235513
Called: Information: Response: Accapt: RefCode: __
46 HR FLUMTX! O GEEEEp (05637505 28 O 0 N N 100 300 9999 261 210342
Called: Irformation: Responsa: Accept: Raf Code;
47 HR PaiM-TX1 G ' (2155676090 43 O O N Y 99 400 1500 241 2037.10 K
Called: Information: ’ Respanse: Accept: Ref Code:
48 R ATo™x1 @D cooss4m 52 0 0N N O 441 1000 233 21:37.06
Called: __~~  Information: Response: ) Accept: RefCode: _
49 R AreTx Y G (3132532640 63 O 0 N N 114 440 1500 205 200148
Called: -  Information: Response: . Accept: Ref Code:
50 HR KvJHTX1 VD (00525345 53 O 0N N 100 250 1500 197 06437
Called: __  information: Responase: Accept: Ref Code:
51 HR MIHFTX1 ' (7399731577 31 O O N N 100 300 1500 182 22:37:.43
Called: __ Information: Responsa: Accept: RefCode: _
52 HR TXHSTX! QU @I (002751744 53 O 0 N N 100 250 9999 178 01:5401
Called: information: _ Response: Accept: Ref Code:
53 HR TxsP-Txt e S 50201057 22 O 0 Y Y 21 300 1500 177 202420
Called: Information: Response: Accept: Ref Code:
s MR AZUATX SR M (004479477 73 O 0O N N 101 331 1800 167 0317:50
Called: Information: Response: Accept: Ref Code:
55 e muwtxt D W (7309731577 S8 O 0 N Y 100 400 1500 162 024623

Called: information: Response: Accept: Ref Code:
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UNOS Heart Match Results

Page 7

Donor t"l Run Number: 1 Match ld: 148950  Match Submit Date: 9/30/2002 14:45 Match By Campbell, John
wL T Weight (ibs) Max  Wait Time  Other
Seq Org Center Name SSN Telephone Age ABO X UA X Mn Max Mie D H:M:S Organs
W csrew 2 O O NN 73 210 9999 156 232137

Called: , Information: Responae: Accept: Ref Code:
st wr nesmxi (D GEENEED (000250215 65 B O N N 99 350 9999 152 003137
Called: Information: Response: Accept: Ref Code: .
58 R konxt G QBN 05253456 61 O 0 NN 110 225 1500 151 22:28:47
Called; Infonnation: Response: ____  Accept Ref Cade: .

ﬁ.\ HR Q&?U' ‘ (858)541-3400 S0 B O Y Y 104 300 1500 144 20:07.13
Called. Information: Response: Accept: Ref Code:
60 HR FLTG-TX{ SIS (8132532640 52 O 0 NN 10 440 1500 143 200125
Called »oﬂ.o:un Accept: Ref Cade:
61 HR PATU-TXY oEmmmgl (2155576080 31 O O N N 93 440 1500 137 202147
Called: Inform ation: - Response: Accept: Ref Cade:
62 wR ovourxt D CpENMNND (577)2236667 42 O O N N 110 441 1500 136 2251:35
Called Inform ation: Response: Accept: Ref Code:
63 R wauwetxt TR RN (085433287 47 O O N Y 99 331 1500 123 2211803
Called Information: Response: Accept: Ref Code:
64 HR oHou-Tx1 U I 877)2236667 28 G O N N 120 441 1500 126 17:16:52
Called Information: Response: _ Accept: ____ RefCode: .
65 HR mium-TX1 | S SR (7349731577 34 B 0N N 100 400 1500 122 23323%
Called: : Information: , Responsae: . Accept: Ref Coda:
66 HR vaneT A SN (2008477831 66 B O N N 100 441 3000 115 044610
Called: ..:?.:.u:o: Response: Accept: Ref Cada:
67 R miuw-Tx TR ' (TM@ET3-15T7 55 O O N N 100 400 1500 115 00:15:37
Calied: Information: Rasponse: Accept: Ref Code:
8 HR MmumTxi RS ' .E_wqu._md 27 0 0N Y 100 400 1500 113 05:16:46
Called: Information: Rasponse: Accept: Ref Code:
g HR MeTx GRS g_ﬂq 4 O O N Y 100 300 1500 109 00:1246
Called: Information: Response: ___ Accept Ref Code:
70 HR mreTx 1 D ' (7349731577 53 B O N N 100 300 1500 109 00:03:26
Called: Information: Response: Accept: Ref Code:
7 R von-txt  SEEEERD ' (8002474273 45 © O N N 99 176 3500 103 025553
Called: information; Response: Accept: Ref Code:
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UNOS Heart Match Results Page 8 of 47

Donor id: '..z:: Number: 1 Match By Campbeil, John

Match id: 148950  Match Submit Date: 9/30/2002 14:45

Wild WA LT WYY S S Awa

A & wWBE

.

—~ar - - aagg

(SR T Y=g AR X2

T Weight (lbs) Max  Wait Time  Other
SSN _ Telephone Age ABO X UA X Min Max Mie D H:M:S Organs

72 HR PAHM-TX!  JEEENE S 2155578090 62 B O N N 99 400 9959 102 205741
Calied: information; Response: Accapt: Ref Code:;

73 HR PAHETXI D SEEEp (215)55780%0 42 O O N N 121 441 9999 101 18:3546
Catled: information; Response: - Accept: Ref Code:

74 HR Txvo-Txt A S ;002010527 54 O O N N 102 190 9999 100 20:2327
Called: Information: _____ Response: Accept: Ref Code:

75 HR UTLD-TXt SR SR (50018336667 73 O O N N 110 300 9999 94 19:5154
Called: infarmation: . Response: Accept: Ref Code:

76 HR ARBHTX1 . gD G 012242623 57 O O N N 120 180 2000 93 151934
Called: " Information: = Response: Accept: Ref Code:

77 HR PAHM-TX1 SR SENED (2155578030 58 O O N N 99 400 9999 90 04:03:12
Called: Information: - Response: Accept: Ref Code:

78 HR Paur-Tx1 S G (215)557-80%0 52 O O N N O 441 9999 90 02:32:41
Called: Information:* Response: - Accapt: Raf Code:

79 HR TXJS-TX1 G G (20002010527 20 O O N N 50 150 9999 82 22:1551
Called: Information:” Response: .~ Accept: Ref Code:

80 wr patunxt - (S S (21555-80% 52 O 0 N N B5S 400 9999 B2 00:15:16
Called: Information: Rasponse: Accept: Ref Code:

81 HR PAHETX! SN S (21555780%0 42 O 0 N N 101 440 9999 A1 00:19:39
Called: . Infomation: Response: _ Accept: Ref Coda:

82 HR NEFTX S WP (9739267211 69 O O N N 75 300 2000 72 204533
Called: Intormation: ¢ Response: . Accept: Ref Code:

83 HR NEBM-TX1 N QN (s00)9250215 55 O O N N 99 350 9939 70 023345
Called: _ __ Information: Response: Accept: Ref Code: o

84 HR TxsPTx1 R @I (30020105277 3/ B8 0 Y N 110 300 1500 66 03:36:17
Called: Information: , Respanse: Accept: Ref Coda:

85 HR PATUTX1 QS GNP (2155578090 53 O O N N 100 440 9999 62 13:53.28
Called: Information: Response: Accept: Ref Code:

86 BRI RICEEEN ) GEEEED (713)737-8111 62 O O N Y 100 300 2500 60 233835
Called: Infarm ation: Respanse: Accept: Ref Cade:

87 HR PATU-TX1 Y SRS (2155578090 59 O O N N 85 440 1500 60 22:09:44
Called: Inform ation: Response: Accapt: Ref Code:

I-11
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UNOS Heart Match Results

Page 9

Danor id: JHE® Run Number: 1 Match Id: 148950  Match Submit Date: 9/30/2002 14:45 Match By Campbell, John
WL T Weight (lbs) Max  Wait Time Other

Seq Org Center Name SSN Telephone Age ABO X UA X Mn Max Mie D HIM:S Organs

gg  HR nBeT1 G - NN (9739267211 67 B O N N 75 300 2000 60203444

Called: Information; ) Response: Accept: Ref Code:

89 HR oHouTx1 N | GO (8772236667 34 O O N N 100 200 1500 56 00:31:06

Called: Information: Respanse: Accept: Ref Code:

90 HR OHCC-TX1 A JENEEP (80055865433 67 O O N N 100 440 2000 49 00:13.2%

Called: Information: Rasponse: Accept: Ref Code:

91 HR TXRM-TX1 SRR T SN (8002151744 57 O O N N 112 400 9999 48 21:03.%

Called: : Information: Response: . Accept: Ref Code:

92 HR patuxt S JENEENP (2155578090 24 O O N N 75 440 9999 46 22:1B:16

Called: Inform ation: Response: Accept: Ref Code:

93 HR vANGTX T | ’ SEBNENEED (800j347-7831 48 O O N N 115 441 3000 45 21:39:30

Called: Information: Response: Accept: Ref Code:

94 HR  MIUM-TX1 “l SR (734)973-1577 60 O 0 N N 100 400 1500 41 04.55:37

Called: Information: Respunse: Accept: Ref Coda:

95 HR MIHF-TX1 S ) GEENe (7349731577 32 O 0 N Y 100 300 1500 41 03:16:Z7

Called: Information: mnmvo:nm Accept: Ref Code:

96 HR MNUM-TX1 . G GRS (8002474273 62 O 0 N N 105 300 3500 39 25407

Called: _~ =~ Information: Responsa: Accept: Ref Code:

a7 HR PATU-TX1 - SR © oulmmmme (215557-80%0 62 B 0N N 87 440 9999 37 20:41:10

Called: i Information: wnm_.o..wm” Accept: Ref Code:

98 HR NYCP-TX1 D © G (2124331370 6t O O N N 105 225 9999 35 05:1258

Called: information: ____~ Response Accept: Ref Code:

99 HR onccTx1 il : GEEEER (5005585433 58 O 0O N N 100 440 2000 33 0330:17

Cabled: _ Information: Response: Accept: Rel Code:

100 HR MDUM-TX1 S ° ' 410)2423822 63 O O N N 110 220 9993 26 21:10:0

Called: Information: Response: Accept: Ref Code:

1 HR oHcoTx1 SRR '  SENEER (0058543 3 O 0N N 0 200 1000 26 024928

Called: Information: Response: Accept: Ref Code: ,

102 HR NyMs-Txi SR JP® 212)241-7344 39 O O N N 102 300 1500 25 17:14:36

Called: Inform ation: __ Response: . Accept: Ref Code:

13 HR paurTxt (R, QUMY (2155578090 47 B O N N 100 400 9999 20 01:5546

Called: Information: Respanse: Accept: Ref Code:

1-12



UNOS Heart Match Results Page 10 of 47

Bonor id: S Run Number: 1 Match id: 148950  Match Submit Date: 9/30/2002 14:45 Match By Campbell, John
WL , T Weight (lbs) Max  Wait Time Other
Seq Org Center Name SSN Telephone Age ABO X UA X Mn Max Mile D H:M:S Organs

AR W TV VA v A wa sa pyr—ee memime -y

s A e

1w

» (PR~ 20 L AR Yy LN

104 HR NYMATX! i IR, 7180650 42 O O N N 65 15 2000 19 03:37:15
Called Information: Responss: Accept: Ref Cade:

105 HR Paur-TX1 R I (215)557-8000 63 O O N N 100 400 9999 17 21:19:02
Called Information: Response: . Accept: Ref Code:

106 HR PATUTX! oSNNS SR (215)55780% 61 B 0 N N 120 440 9999 17 2010335
Called: __ Information: Response: Accept. Ref Code:

107 HR CACST™X! WD . A (310433851 54 B 0O NV 100 300 2000 17 17:3156
Called Information: ___ Respanse: )nnu.,:u Raf Code:

108 HR PRccT1 AN Sy (877785792 53 O O N N 90 15 5000 16 051254
Called Information: Respanse: Accept: Ref Code:

109 HR ATGTX el (5132532640 62 O O N N 108 440 1500 16 04:46:23
Called Information: Raspanse: Accept: Ref Code:

110 HR PAUP-TX1 GRS laa_uﬂ&os 52 O 0N N 110 441 9999 12 02:13:01
Called Inform ation: Response: Accept: Ref Code:

11 HR cauk-TX1 JEES SERER (32314428413 55 O 0 N N 100 300 2000 11 063421
Called Information; Réspanse: Accept: Ref Cade:

12 wrR patunxt  ouuiiiiNERY QEEEEP (215557400 57 O 0 N N 93 440 9999 (07 01:26:44
Called Information: Response. Accept: Ref Code: _

13 HR LAWK-TXT I (B00)443-9562 65 O O N Y 117 399 999 05 00:08:9
Called : Information: R __ Accept: Ref Code:

114 HR vamcTXi G l (B00)847-7831 45 O O N N 110 440 2500 04 21:3753
n-_.o.. Information: Response: ___ Accept Ref Code:

115 HR MNSM-TX1  ogEEES QEEMD® s00p474773 52 O O N Y 110 300 1000 04 19:5104
Called: . ___ Information: ___ Response: Accept: Ref Coda: o

116 HR NYcP-TX1 WD ‘ (2124391370 65 O O N N 78 168 9999 03 01:24:51
Called Information: Response: ___ Accept: Ref Code:

117 HR VAMC-TX!  «Ain l.gem:..;u_ 67 O O N N 120 440 2500 00 02:05.48
Called Information: Response: Accept: Ref Code:

WEEERP (2124391370 S8 A 1 N Y 98 210 9999 187 182308 K

Called Information: Response: Accept: Ref Code:

1-13
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UNOS Heart Match Results Page 11 of 47

Donor id: S Run Number: 1 ~ Match id: 148950  Match Submit Date: 9/30/2002 14:45 Match By Campbell, John
WL | T Weight (lbs) Max  Wait Time  Other

Seq Org Center Name SSN Telephone Age ABO X UA X Min Max Mile D H:M:S Ormgans
O N N 119 251 9999 156 2250:10

Called: Information: Résponse: Accept: Ref Code: .

120 HR MuUmMTX! SR GEEER (TM9THST?T 65 A 0 Y Y 100 400 1500 129 22:06:29

Called: __ Information: Response: . Accept: Ref Code:

121 HR ALUATX1 G (3002623677 60 A O N Y 120 300 3000 115 14:4259

Called: Information: Respanse: Accept: Ref Code:

12 HR MAPB-TX1 -G - . 'EBEENEA (800)4466362 €1 AB O N Y 90 35 1500 109 21:27.01

Called: Information: Responsa: Accept: Raf Code:

123 HR  MIUM-TXt D GEEEP (7349731577 S8 A 0O N N 100 400 1500 94 20:18:37

Called: Informatlon: Response: Accept: RefCode: ____

124 HR wasHTX1 . U (88)543-3287 59 A 0N N 104 265 1500 88 18:1317

Called: Information: __ Response: Accapt: Ref Code:

125 HR NEBM-TX1 [N | G (5009250215 35 A 0 N N 899 350 9999 T4 200328

Called: ~_  Information: m.nmunsmo“ Accept: RefCode: _

126 HR  MIUM-TX G BN (7349731577 49 A 0 N N 100 400 1500 66 03.0145

Called: Information: Response: Accept: Ref Cade:

127 HR PATUTX1 . AR (215557-80%0 57 A 0O N N 97 440 9999 60 22:40:%5

Called: _~ ~ Information: _____ Respuonse: Acceptt _ RefCode: _

128 HR WISLTXt SEERNE, (4146493700 S8 A 0 N N 120 300 3000 59 1439:%0

Called: ____ . Information; _ Response: __ Acceptt _ ~~~ RefCode:

129 HR cason1 S . G c19)5436737 53 A O N N 110 441 2000 54 21:16:30

Called: __ _ Information: m.ouvoanon o Accept: ____ RefCode:

130 HR  NJBI-TX1 G GEEmA (973)9267211 34 A O N N 75 300 2000 53 052277

Callad: _  Infomnation; Response: Accapt: Raf Code:

131 HR PAUP-TX1 TR SRR (2155578090 47 A O N N 100 400 2500 53 02:24:10

Calted Information: Responsa: Acceqt: Ref Code:

132 HR casu™x1 SR G (c507236661 62 A O N Y 100 300 2000 52 015115

Called Information: Responae: Accept: Ref Code:

133 HR pPaTUTX1 TR JUNVEEEER (2155576090 59 A O N N 109 440 1500 51 21:09:19

Callead _w?.:.u:o:" - Resp 3 Accept: Ref Caode: i

134 HR OkECTX1 N IR (002414483 50 A O N Y B8 441 9999 51 14:48:19

Called Information: Response: Accept: Ref Code:

1-14
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UNOS Heart Match Results Page 12 of 47

Danor id: Run Number: 1 Match Id: 148950  Match Submit Date: 9/30/2002 14:45 Match By Campbell, John
T Weight (bs) Max Wait Time Other

SSN Telephone Age ABO X UA X Min Max Mile D H:M:S Organs

135 MR NBETX SRS . oS (9739267211 6 A O N N 75 300 2000 48211634

CaHed: Information: Response: Accept: Ref Code:

136 HR NYMATX1 ooy aummall (7189206500 67 A 0 N N 110 280 2000 47 222334

Called Information: » Response: Accept. Ref Code:

137 R mumTxi S SNEEmME (7349731577 S0 A O N N 100 400 1500 42 01:0313

Called: _ Information: Response: Accept: Ref Codae:

138 HR PATU-TX1 (D QI (2155578090 58 A O N N 97 300 9393 39015638

Called: Information: Response: Accept: Ref Code:

139 HR MNUM-TX1 ey CEE (5002474273 65 A 0 N N 110 220 3500 38 01:56:46

Called: Inform ation: Response: Accept: Ref Code:

140  HR PaurTx1 JEEERED GEEBMM (215)55780%0 57 A O N N 100 200 9993 37 13:46:00

Called: Information:  ____ Response: Accapt: Ref Code:

14 HR cAsv-Txi D GEERRy (2134347676 74 A O N N 90 200 1500 34 17:59:29

Called: Information: Response: Accept: Ref Code:

142 HR NBLTXT R G (9739267211 51 A O N N 75 300 2000 31 00:47:55

Cailed: information: Responsa: Accept: Ref Code:

143 HR CASU™I JEEEEEDe ©  GEEEENERR (650)723-6661 41 A O N N 100 225 2000 30 204244

Called: _ __ Information: Responsa: Accept: Ref Cade: .

144 HR AIGTX1 D GEERRES (3132532640 19 Al O N N 95 440 1500 23 17:50:10

Called: _ - Information: . Response: Accept: . Ref Code:

195 HR TxhsTx  JEEEENERNED - GOSN (5002751744 53 A O N Y 71 201 9933 20 06:39:24

Called: ___  Informationn ___ Response. ___ Accept Ref Code:

146  HR NJBI-TX1 T GERNEm® (5739267211 58 A O N N 75 300 2000 20 04:39:56

Called:  ~  Information: ____ _ Response: __ Accept: ___ RefCode: _____ .

147 HR PAUPTX1 NN QP (215557800 63 A 0 N N 100 400 9999 19 2200:01

Called: __ Ioformation: __ Response: __ Accapt: = RefCode: ___

148 HR LaoFTX1 JEDEEERD Gl (504842383 66 A O N N 110 400 1500 13 02:52:58

Called: Information: Response: Accept: Ref Code:

19 HR reovTxt D GEEREED (2527525480 51 A 0 N N {05 400 9999 12 213507

Called: . information: Response: ____ Accept: Ref Code:

150 HR PATU-TX1 '. G (2155578090 58 A 0 N N 80 400 9999 12 015210

Called: infarmation: - Response: Accept: Ref Code:



Atfachment 2 - Distance & Travel Times from Honolulu to Major'U. S. Cities

From To Nautical Miles Statute Miles Kilometers
Honolulu, HI San Francisco, CA 2,084 2,387 3,841 -
Honolulu, HI  Los Angeles, CA 2,217 2,551 4,105
Honolulu, HI  Portland, OR 2,254 2,594 4,174
Honolulu, HI Seattle, WA 2,326 2,677 4,308
Honolulu, HI Las Vegas, NV 2,393 2,754 4,431
Honolulu, HI Phoenix, AZ 2,527 2,908 4,680
Honolulu, HI Salt Lake City, UT 2,598 2,990 4,812
Honolulu, HI Denver, CO 2,909 3,347 5,387
For Reference: - - - -
New York, NY Los Angeles, CA 2,139 2,462 3,961
From To Flight Time

Honolulu, HI San Francisco, CA 5:30

Honolulu, HI Los Angeles, CA 5:30

Honolulu, HI  Portland, OR 5:35

Honolulu, HI Seattle, WA 5:45

Honolulu, HI Las Vegas, NV 6:10

Honolulu, HI Phoenix, AZ 6:30

Honolulu, HI Salt Lake City, UT 6:40

Honolulu, HI Denver, CO 7:15

For Reference: - -

New York, NY Los Angeles, CA 6:15

Note:

‘Flight Time’ indicates only the amount of time a plane spends airborne.
It does not include the one-hour ‘lockout’ that commercial airlines require prior to departure or
ground transportation time. When sharing an organ with transplant centers on the West Coast

using commercial airlines, the minimum cold ischemic time with favorable conditions is eight
hours. Using charter aircraft, this time may be shortened to six hours.

Distance & Flight Time Calculations

Distances were obtained from the U.S. Geological Survey website calculator for distances &
elevations in the United States available at fip:/kai.er.usgs.gov/pub/. Calculations are made
using the great-circle formula. This formula assumes a spherical earth with a circle on the
surface, the plane of which passes through the Earth's center. The great-circle track is the
shortest distance between any two points on the surface of the Earth.

Flight times were obtained for direct flights from commercial airline timetables available on the
World Wide Web.
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REVIEWED AT APRIL 15, 2004, TELECONFERENCE

OPTN/UNOS Thoracic Committee
Descriptive Data Request

Heart Consent and Recovery Information for Potentially Suitable Donors

Prepared for:
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By:
Leah Edwards
Research Department
United Network for Organ Sharing

Table of Coyntents

COmMMIEEE REQUESL........oieierieiiiteicie e e 2
Background/PUIPOSE ..........ccueeieeiieieieieiieeeceee ettt er sttt 2
Data and CONVENTIONS ......c.eeecueieeieeeteeeteesieestre st eeeree s seeert s ses s saae s ae s sae e s aae e s aase e sarees 2
SuMmAry Of RESUILS .........oeiiieiieeeeeee et s 3
RESUIES ..o ittt cete e et e ee e eebe e es e e s e e ene e eeeeebe s st s b s e s as e s esseesbeesabeee e saneessaeesnsasnns 5
Figure 1. Utilization of hearts for donors recovered between January 1, 2002, and June 30, 2003........ 5

_ Table 1A. Heart recovery information by region for deceased potentially suitable* donors................. 6
Figure 2A. Heart recovery information by region for deceased potentially suitable* donors............... 7
Table 1B. Heart recovery information by OPO for deceased potentially suitable* donors................... 8
Figure 2B. Heart recovery information by OPO for deceased potentially suitable* donors ............... 11
Table 2. Number of offers made on each heart for which a match was run.........cccceeeeveniveneniennns 12
Table 3. Refusal reasons for heart Match TUMS .......ccerveeirimiiniieneic et 13
Table 4. Other organs for which mMatches Were FUun........ccccueereeeiiiieiiiiirie e e e 15
Table 5. Other organs that were transplanted .............coooiiiiiiiiiiiiii e 16
Table 6A. Selected categorical dONOT ChAIACIETISLICS «...veeuvrerveeruerrrieenieeeireestreeeesneesseeeeenneeens 17

Table 6B. ContinUOUS dONOT CHATACIETISTICS . veverrrrreeeeeeeererreruennaeeeesrnaaeeeersnssessnnseeesreesernssnnns 20




Thoracic Committee January 23, 2004

Committee Request

Examine the heart transplant rate by OPO for donors from whom consent for heart recovery was
obtained, limited to brain-dead donors between 18 and 55 years who were not positive for any
serological tests (excluding CMV+). Tabulate the percentage of heart transplants that were
performed locally. Tabulate the number of offers made and the rank order of the acceptor for

transplanted hearts.

After further discussion at the Heart Recovery and Use Subcommittee, the following additional
requests were made regarding donors for whom no match was run: provide detailed medical and
social history information, tabulate the other organs for which matches were run, and tabulate the

other organs that were transplanted.

Background/Purpose

The percentage of donors from whom a heart was recovered and transplanted has remained
relatively stable in recent years. Improving heart recovery rates has been a topic of much
discussion within the Thoracic Committee. In an effort to identify potential areas of
improvement, the Committee suggested that analysis should be limited to those donors that truly
have potential to be heart donors, rather than examining all donors.

After the Subcommittee reviewed the original tables, additional concerns were raised regarding
the donors for whom no match was run, after limiting the criteria to the most reasonable pool of
potentially suitable heart donors. One concern raised during the discussion of the Subcommittee
is that detailed cardiac information is not available on these donors and there may be legitimate
reasons why the heart was not transplanted. By examining medical and social history
characteristics, some possible contraindications to transplant could be reviewed, though there

may be others that are not currently collected.

Data and Conventions

All deceased brain-dead donors between the ages of 18 and 55, who were not serologically
positive (excluding CMV+) and were recovered between January 1, 2002, and June 30, 2003,
were included in the analysis cohort for all tabulations.

As there are several OPOs involved in sharing arrangements for thoracic allocation (i.e., either
several OPOs have a single combined local list or there is an interim allocation to other OPOs in
the state after allocation to the recovering OPO but prior to allocation to Zone A), many of the
tabulations make a distinction between local (OPO only) and sharing agreement (other OPOs in

the state but prior to Zone A).

Page 2 of 20
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Thoracic Committee January 23, 2004

Summary of Results
Figure 1.

« There were 4885 donors recovered between January 1, 2002, and June 30, 2003, meetmg
the suitability criteria for whom consent for heart dona’uon was obtained.

» Ofthese donors, the heart was transplanted in 2342 (48%).

« - Of the 2543 donors in whom the heart was not transplanted, there was approximately an
equal distribution between the following four group: the heart match was not run; a match
was run but offer efforts were not reported; only local offers were made (include those to
OPOs in a sharing arrangement) and offers were made in Zone A or beyond.

Table 1A/Figure 2A. Transplant rates within region

« The percentage of hearts from potentially suitable donors that were transplanted range
across region from 39% to 55% (US rate = 48%).

+  Of the heart transplants performed, there was a fairly broad range of the percentage that
were performed outside the local OPO or sharing agreement of recovery. The percentage
of Zone A or beyond transplants for all OPOs within a region ranged from 2% to 37%.

Table 1B/Figure 2B. Transplant rates by OPO
+ The percentage of hearts from potentially suitable donors that were transplanted range
across OPO from 10% to 65% (US rate = 48%).
« Of the heart transplants performed, the range of Zone A or beyond transplants by OPO
ranged from 0% to 100%.

Table 2. Number of offers made for patients and to centers
« The number of potential recipients and centers for whom offers were made (Table 2) differ
substantially by whether the heart was transplanted and the geographic difference of the
transplant/furthest offer.

» Transplanted hearts
0 There were 2291 hearts transplanted with complete match runs available for analysis.
o -Offers to potential recipients
= On average, the heart was accepted for the 11™ potential recipient.
» The acceptor ranged from the 1% posmon on the match run to the 1250 position.
» At least half of the acceptors were in the 1%, 2" or 3™ position on the match run.
o Offers to centers
= On average, offers were made to approximately 3 centers.
= At most 105 centers were contacted for the heart to be accepted.
= In at least half of the matches the heart was accepted by the first or second center.

« Non-transplanted hearts
o There were 1162 non-transplanted hearts with complete match runs available for analysis.

o Offers to potential recipients

Page 3 of 20
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Thoracic Committee January 23, 2004

» On average, placement efforts were stopped after offers to the 23™ otential recipient.
g€, p pp p p

» The last potential recipient to whom offers were made ranged from the 1* position on
the match run to the 353" on the match run.

= In half of the matches placement efforts were discontinued prior to or at the 12"
potential recipient on the match run.

o Offers to centers
= On average, placement efforts were discontinued after offers were made to 6 centers.

= At most 74 centers were contacted before placement efforts ended.
= [n at least half of the match runs, offers were made to only 4 centers.

Table 3. Refusal reasons
. The distribution of refusal reasons differs considerably by whether the organ was

transplanted and the geographic distance of the offers.

. For hearts that weren’t transplanted for which only local or Zone A offers were made,
approximately 60% were turned down for donor quality or abnormal echo results.

. The percentage of refusals for donor quality or abnormal echo were much smaller for non-
transplanted hearts offered to Zone B or Zone C; in these donors, over 20% of the refusals

were for donor size/weight.
. Transportation issues were much more prevalent for donors with some offers made in Zone

C.
. Transplanted hearts had a much higher percentage of refusals for donor size/weight than the

non-transplanted organs.
. Approximately 10% of refusals for heart transplanted locally and 18% of refusals for hearts
transplanted within the sharing agreement were due to the potential recipient being ill.

Table 4. Other organs for which matches were run in donors with no heart match run
. There was only 1 donor for whom no other organ matches were run.
. The vast majority of donors had a match run for kidney. }
. But the percentage of donors for whom a liver match was run was actually higher in every
age group than for a kidney match.
. Approximately ¥ of the cohort had a lung match run.

Table 5. Other organs that were transplanted from donors with no heart match run
. Of the 587 donors for whom no heart match was run, only 23 had no other organs

transplanted.
« Almost 80% had at least one kidney transplanted and about the same number had the liver

transplanted.
. Approximately 60% of the donors had both a kidney and liver transplanted. ,
. Almost 1/3 of the donors had only one organ type transplanted (99 kidney, 97 liver and 1

lung).

Page 4 of 20
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Thoracic Committee January 23, 2004

. Results

Figure 1. Utilization of hearts for donors recovered between January 1, 2002, and June 30, 2003
for brain-dead donors aged 18-55, no positive serology (Hepatitis B, Hepatitis C, HIV, HTLV or VDRL)

5186 donors recovered between January 1. 2002. and June 30,2003

\

Consent was not obtained (not

requested or requested and not Consent obtained: 4885

obtained): 301 donors ( 6% of donors donors ( 94% of donors)
Heart not transplanted: 2543 donors Heart transplanted: 2342 donors
( 52% of consented donors) (48% of consented donors)

Match was not run
» (N =587; 23% of non-transplanted consented donors)

Local transplants: 1651 ( 70% )
. Txs in sharing agreement: 181 (7.7%)

Match was run® Shared transplants: 510 (22%)

I N=794; 31%)

w

——p| Only local (incl. sharing agree.) offes
(N =607 24%)

Offers made to Zone A
) (N =366; 14%)

Offers made to Zone B
I (N=150; 6%)

——p| Offers made to Zone C
(N=39; 2%)

* Match was run but not possible to determine if offers were made or not.

Page 5 of 20
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Thoracic Committee January 23, 2004

Table 1A. Heart recovery information by iegion Jor deceased potentially suitable* donors
Recovered between January 1, 2002, and June 30, 2003

dli:?:;ev: ;:'f, Ct?.:‘s]es:::g’t::t Transplanted Local trénsplants :;:3;’:2’;?ez:::':: Shared transplants
Region heart consent | | % of N o or N | %ofTXs| N |%ofTXs| N | %ofTXs
uUs 4885 2543 52.1% 2342 47.9% 1651 70.5% 181 7.73% | 510 21.8%
1 196 97 49.5% 99 50.5% 78 78.8% 0 0% 21 21.2%
2 518 247 47.7% 271 i 52.3% 237 87.5% 0 0% 34 12.5%
3 779 449 57.6% 330 | 42.4% 170 51.5% 76 23.0% 84 25.5%
4 491 247 50.3% 244 49.7% 198 81.1% 0 0% 46 18.9%
5 724 347 47.9% 377 52.1% 275 72.9% 0 0% 102 27.1%
6 193 117 60.6% 76 39.4% 60 78.9% 0 0% 16 21.1%
7 465 263 56.6% 202 43.4% 174 86.1% 0 0% 28 13.9%
8 310 175 56.5% 135 43.5% 85 63.0% 0 0% 50 37.0%
9 236 108 45.8% 128 54.2% 69 53.9% 57 44.5% 2 1.6%
10 486 276 56.8% 210 43.2% 122 58.1% 37 17.6% 51 243%
11 487 217 | 44.6% ; 270 f 55.4% 183 67.8% 11 4.07% 76 28.1%

*Potentially suitable: brain-dead donors aged 18-55, no positive serology

Range of % not transplanted for regions: [44.6%, 60.6%]; median across regions: 51.2%
Range of % non-local/non-sharing agreement transplants for regions: [1.6%, 37.0%/; median across regions: 21.5%
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. Figure 2A. Heart recovery information by region for deceased potentially suitable* donors
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January 23, 2004

Table 1B. Heart recovery information by OPO for deceased potentially suitable* donors
Recovered between January 1, 2002, and June 30, 2003

E Number Consented, not Transplanted traﬁlsc;?l;t:ted tran:-:;::ttsed in Hearts shared and
ngl);gted cons«:'] od transplanted locally sharing agreement transplanted
donors | N % N N N % N % N %
Us 4885 2543 52.1% 2342 47.9% 1651 70.5% 181 7.73% 510 21.8%
1003 116 66 56.9% 50 43.1% 43 86.0% 0 0.0% 7 14.0%
1013 32 12 37.5% 20 62.5% 14 70.0% 0 0.0% 6 30.0%
1027 41 27 65.9% 14 34.1% 4 28.6% 0 - 0.0% 10 71.4%
1056 82 45 54.9% 37 45.1% 27 73.0% 0 0.0% 10 27.0%
1062 26 14 53.8% 12 46.2% 3 25.0% 8 66.7% 1 8.33%
1084 204 86 42.2% 118 57.8% 111 94.1% 0 0.0% 7. 5.93%
1091 84 55 65.5% 29 34.5% 27 93.1% 0 0.0% 2 6.90%
1092 113 49 43.4% 64 56.6% 30 46.9% 10 15.6% 24 37.5%
1093 46 27 58.7% 19 41.3% 13 68.4% 0 0.0% 6 31.6%
1124 52 33 63.5% ' 19 36.5% 3 15.8% 15 78.9% 1 5.26%
1133 45 29 64.4% 16 35.6% 14 87.5% 0 0.0% 2 12.5%
1175 131 64 48.9% 67 51.1% 63 94.0% 0 0.0% 4 5.97%
1176 73 47 64.4% 26 35.6% 22 84.6% 0 0.0% 4 15.4%
1204 74 32 43.2% 42 56.8% 22 52.4% 0 0.0% 20 47.6%
1240 27 19 70.4% 8 29.6% 0 0.0% 0 0.0% 8 100%
1254 59 25 42.4% 34 57.6% 21 61.8% 0 0.0% 13 38.2%
1274 157 84 53.5% 73 46.5% 60 82.2% 0 0.0% 13 17.8%
1285 39 19 48.7% 20 51.3% 11 55.0% 0 0.0% 9 45.0%
1305 35 24 68.6% 11 31.4% 7 63.6% 4 36.4% 0 0.0%
1309 30 19 63.3% 11 36.7% 5 45.5% 0 0.0% 6 54.5%
1359 38 23 60.5% 15 39.5% 9 60.0% 0 0.0% ' 6 40.0%
1369 60 36 60.0% 24 40.0% 7 29.2% 13 54.2% 4 16.7%
1377 261 121 46.4% 140 53.6% 134 95.7% 0 0.0% 6 4.29%

Range of % non-local/non-sharing agreement transplants for OPOs: [0%, 100%]; median across OPOs: 17.3%

*Potentially suitable: brain-dead donors ages 18-55, no positive serology

Range of % not transplanted for OPOs: [35.3%, 90.5%]; median across OPOs: 53.8%
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January 23, 2004

Number Consented, not Transplanted trailsi:;;t:ted tran:_:::;ttid in Hearts shared and

Encrypted of transplanted locall sharing aor ¢ transplanted
OPO consented y g agreemen

donors | N % N N N % N % N %
1380 66 38 57.6% 28 42.4% 23 82.1% 0 0.0% 5 17.9%
1388 47 23 48.9% 24 51.1% 9 37.5% 0 0.0% 15 62.5%
1391 78 50 64.1% 28 35.9% 27 96.4% 0 0.0% 1 3.57%
1393 64 39 60.9% 25 39.1% 0 0.0% 23 92.0% 2 8.00%
1395 27 14 51.9% 13 48.1% 0 0.0% 13 100% 0 0.0%
1405 154 68 44.2% 86 55.8% 63 73.3% 22 25.6% 1 1.16%
1410 83 35 42.2% 48 57.8% 41 85.4% 0 0.0% 7 14.6%
1413 29 19 65.5% 10 34.5% 8 80.0% 1 10.0% 1 10.0%
1422 78 32 41.0% 46 59.0% 34 73.9% 0 0.0% 12 26.1%
1429 . 159 94 59.1% 65 40.9% 41 63.1% 0 0.0% 24 36.9%
1439 63 36 57.1% 27 42.9% 11 40.7% 16 59.3% 0 0.0%
1443 157 78 49.7% 79 50.3% 67 84.8% 0 0.0% 12- 15.2%
1447 48 27 56.3% 221 43.8% 17 81.0% 0 0.0% 4 19.0%
1464 67 31 46.3% 36 53.7% 32 88.9% 0 0.0% 4 11.1%
1466 45 26 57.8% 19 42.2% 14 73.7% 2 10.5% 3 - 15.8%
1467 84 43 51.2% 41 48.8% 26 63.4% 11 26.8% 4 9.76%
1506 113 73 64.6% 40 35.4% 37 92.5% 0 0.0% 3 7.50%
1511 67 33 49.3% 34 50.7% 25 73.5% 0 0.0% 9 26.5%
1519 94 42 44.7% 52 55.3% 43 82.7% 0 0.0% 9 17.3%
1522 47 34 72.3% 13 27.7% 12 92.3% 0 0.0% 1 7.69%
1526 173 76 43.9% 97 56.1% 78 80.4% 0 0.0% 19 19.6%
1528 73 39 53.4% 34 46.6% 28 82.4% 0 0.0% 6 17.6%
1573 29 12 41.4% 17 58.6% 3 17.6% 14 82.4% 0 0.0%
1585 17 9 52.9% 8 47.1% 1 12.5% 0 0.0% 7 87.5%
1593 132 63 47.7% 69 52.3% 46 66.7% 0 0.0% 23 33.3%
1607 98 50 51.0% 48 49.0% 39 81.3% 0 0.0% 9 18.8%
1632 53 30 56.6% 23" 43.4% 22 95.7% 0 0.0% 1 4.35%

*Potentially suitable: brain-dead donors ages 18-55, no positive serology

Range of % not transplanted for OPOs: [35.3%, 90.5%]; median across OPOs: 53.8%
Range of % non-local/non-sharing agreement transplants for OPOs: [0%, 100%]; median across OPOs: 17.3%
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Number Consented, not Hearts Hearts . Hearts shared-and

Encrypted of transplanted Transplanted tra;ispl;nted htra‘nsplanted in transplanted
OPO consented ocally sharing agreement

donors | N % N N N % N % N %
1644 21 19 90.5% 2 9.52% 100% 0 0.0% 0.0%
1655 63 37 58.7% 26 41.3% 21 80.8% 0 0.0% 5 19.2%
1662 48 28 58.3% 20 41.7% 16 80.0% 0 0.0% 4 20.0%
1665 151 69 45.7% 82 54.3% 37 45.1% 0 0.0% 45 54.9%
1681 94 50 53.2% 44 46.8% 21 47.7% 0 0.0% 23 52.3%
1710 213 124 58.2% 89 41.8% 73 82.0% 0 0.0% 16 18.0%
1720 97 62 63.9% 35 36.1% 12 34.3% 19 54.3% 4 11.4%
1725 207 73 353% | 134 64.7% 72 53.7% 0 0.0% 62 46.3%
1756 21 I1 52.4% 10 47.6% 0 0.0% 10 100% 0 0.0%

*Potentially suitable: brain-dead donors ages 18-55, no positive serology

Range of % not transplanted for OPOs: [35.3%, 90.5%]; median across OPOs: 53.8%
Range of % non-local/non-sharing agreement transplants for OPOs: [0%, 100%)]; median across OPOs: 17.3%
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' Figure 2B. Heart recovery information by OPO for deceased potentially suitable* donors
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*Potentially suitable: brain-dead donors ages 18-55. no positive serology

Range of % not transplanted for OPOs: [35.3%, 90.5%)]; median across OPOs: 53.8%
. Range of % non-local/non-sharing agreement transplants for OPOs: [0%, 100%)]; median across OPOs: 17.3%
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. Table 2. Number of offers made on each heart for which a match was run
Offers tabulate separately for potential recipients and for centers
Number of Offers for potential recipients Offers to centers
Donor group | Offer/acceptance type hearts
offered* Mean | Std. Dev. | Range | Median | Mean | Std. Dev. | Range Median
Transplanted | Transplanted - Local 1628 42 8.0 [1,134] 2 1.7 1.0 [1.9] 1
Transplanted — Within 177 338 6.7 [1.67] 2 1.9 i1 [1.6] 2
sharing agreement
Transplanted — Shared
(outside OPO and outside 486 349 86.6 [1.1250] 14 10.0 12.6 [1, 105] 6
sharing agreement) ‘
ALL 2291 10.6 42.4 [1, 1250] 3 3.4 6.7 [1, 105] 2
Not Only Local offers made
transplanted | (may include offers within 607 16.5 22.8 [1.226] 7 2.5 1.3 [1. 6] 2
a sharing agreement) :
Zone A offers made 366 273 29.1 [1.233] 17 8.0 5.0 [1.30] 7
Zone B offers made - 150 34.2 41.2 [2. 200} 20 | 126 9.1 {2, 49] 10
Zone C offers made 39 325 59.2 [1,353] 15 16.3 153 [1. 74] 13
ALL 1162 22.7 30.3 [1, 353] 12 . 6.0 6.6 [1, 74] 4

*NOTE: The number of transplanted hearts offered is slightly lower than the number of heart transplants
performed primarily due to match runs with incomplete offer/refusal information.
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Table 3. Refusal reasons for heart match runs

~ Percentage of offers by reason with reasons weighted by number of refusals per donor

Not transplanted Transplanted
Refusal reaso Oony | ZoneA | ZoneB | ZonmeC TXed TXed- | 1y
usal reason TOTAL o offers offers offers TOTAL ea - Sharing N
. - offers _ Local Shared
(N=1154) made made made made (N=1545) N =985 agreement (N = 448)
n: (N=366) | (N=150) | (N=39) (N=985) | ‘N=112)
(N = 599)
Donor Quality 41.7 453 43.9 30.5 9.7 129 10.7 12.0 18.0
Heart: Abnormal Echocardiogram 14.3 17.8 13.2 6.6 0.6 1.6 1.5 0.9 2.0
Donor Size/Weight 12.6 9.7 12.3 22.8 20.1 36.6 395 39.0 29.4
Abnormal Coronary Angiography 4.0 4.6 4.2 23 0.1 04 04 0.6
’Heart:Test results unavail/not done/ 40 46 41 12 38 10 0.8 04 16
unacceptable
Recipient testing results unavailable 29 0.3 4.3 9.4 4.9 3.7 1.1 32 9.7
Other: Other Specify 2.8 1.8 2.5 5.5 10.1 3.1 2.5 5.2
Qperatlonal-transportation. logistics, 24 0.7 18 40 26.7 1.9 14 06 33
distance, etc :
Recipient Il 1.9 1.9 1.7 23 2.8 9.0 10.0 18.1 45
Recipient Transplanted/Inactive 1.7 1.1 1.5 25 9.4 52 59 4.0 4.1
Positive Crossmatch 1.6 1.8 1.3 1.9 0.2 8.0 10.9 23 2.9
Organ Anatomical Damage or Defect 1.4 2.4 0.5 0.4 0.0 0.1
Donor Social History 1.4 1.3 1.9 1.4 1.3 05 |. 09 33
Donor Medical Urgency 1.0 0.5 1.1 3.0 1.1 1.6 04 4.5
Multiple Organ Transplant Required 1.0 0.7 1.0 1.4 23 1.7 1.4 4.9 1.7
Donor Age 0.9 0.6 1.2 0.9 1.4 1.6 1.3 3.0 1.7
Recipient Unavailable 0.7 0.6 0.6 1.3 23 2.8 33 0.7 23
Abnormal Hemodynamics 0.6 09 | 02 0.1 0.2 0.2 0.1
Heavy workload-program unable to 0.5 0.6 0.4 0.3 02 0.6 0.4 25 0.6
accept
Positive Serological Tests 04 - 0.5 0.5 0.1 0.1 0.0
Patient condition improved, 0.4 0.2 0.6 0.8 0.7 1.8 2.1 2.0 1.0
transplant not needed
Abnormal EKG results 0.4 0.6 0.0 0.4 0.1 0.0 0.2
Surgeon Unavailable-currently 0.3 0.4 0.2 0.1 0.9 13 0.9 1.7 2.1
performing
HLA mismatch unacceptable 0.3 0.3 0.4 0.1 0.2 1.2 1.3 35 0.4
Rising Serum Transaminase 0.3 0.5 0.0 0.0 0.0

J-13

Page 13 of 20




Thoracic Committee

January 23, 2004

Not transplanted Transplanted
Refusal Loo:g* ZoneA | ZoneB | ZoneC E TXed TXed - TXed
elusal reason TOTAL offers offers offers offers TOTAL ! L ¢ l_ Sharing Sh ¢ c—l
(N =1154) made made made made (N=1545) N :cgasg) agreement ~ ::;8) !
(N = 599) (N=366) | (N=150) | (N=39) | (N=112)
Organ Preservation 0.3 0.3 0.1 0.3 2.1 00 | 0.1
Bypassed; another patient medically 01 01 05 10 16 03 Lot
urgent i
Recipient Refused 0.1 0.1 0.1 0.1 0.3 0.4 0.2
Donor ABO 01 0.0 0.1 04 0.6 0.1
Abnormal Blood Gases 0.0 0.0 0.0 0.2 0.3 0.1
Abnormal Liver Biopsy 0.0 0.0 0.0 0.0
Other: Multi-organ Transplant 0.0 0.0 0.2 0.2 0.3
Pulmonary: Abnormal Chest X-Ray 0.0 0.0
Elevated Creatinine 0.1 0.1
Lung test results unavailable/not
0.0 0.1
done/ unacceptable '
Total © 100.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0

The refusal reasons of potential recipients for each donor were weighted with weights corresponding to
their relative frequency. Without weighting the reasons by their relative frequency, the refusals for one
donor with 1000 offers would have the same influence as 50 donors with 20 refusals each. The weights
for all refusal reasons total to 1 for each donor. For example, if all of the refusals for a donor were for
abnormal echo then it would have a weight of 1. But if a third of the refusals for a donor were for
abnormal echo and two-thirds were for donor quality then abnormal echo would have a weight of 0.33
and donor quality would have a weight of 0.67. These weights were then averaged over the donors in
each group to obtain the percentages in the table. Missing values in the table indicate that there were no
refusals for that particular reason. A percentage of 0.0 indicates that there was at least one potential

recipient with that refusal reason.

*NOTES:
. The number of matches for which there are refusal reasons is lower than the number for which there
are matches in Table 2 due to hearts accepted on the first offer. These are primarily transplanted
organs though there were 8 non-transplanted hearts that were accepted for transplant on the first

offer.
« Local offers for non-transplanted hearts include offers made within the sharing agreement.
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Table 4. Other organs for which matches were run

for potentially suitable donors with no heart match run

Donor Age
All
18-35 36-45 46-55 ]

(N=157) (N = 146) (N =284) (N =587)

Type Matches run N % N % N % N %
Organ Intestine 23 14.6 16 11.0 32 113 1 71 | 121
Kidney 138 | 879 134 | 918 | 249 | 87.7 | 521 . 888

Liver 144 | 917] 139 1952 | 276 | 972,559 | 952

Lung 39 248 | 35 24.0 84 296 | 158 | 26.9

Pancreas 88 56.1 86 589 | 143 | 504 | 317 | 540

Organ Intestine\K idney\Kidney-Pancreas\Liver\Lung\Pancreas 13 83 8 5.5 10 335 31 5.3

Combination

Intestine\Kidney\Kidney-Pancreas\Liver\Pancreas 7 4.5 6 4.1 8 2.8 21 3.6
Intestine\Kidney\Liver 6 2.1 6 1.0
Intestine\Kidney\Liver\Lung 2 0.7 2 0.3
Intestine\Kidney\Liver\Lung\Pancreas 1 0.7 2 0.7 3 0.5
Intestine\Kidney\Liver\Pancreas 1 0.6 | 0.7 2 0.3
»]ntestine\Liver\Lung 2 1.3 1 0.4 3 0.5
Intestine\Liver\Lung\Pancreas 3 1.1 3 0.5

Kidney 1 7.0 748 7 125 25 | 43
Kidney-Pancreas\Liver\Lung\Pancreas I 0.6 i 1 0.2
Kidney-Pancreas\Liver\Pancreas 1 0.4 1 0.2
T(;lney\l(idney-Pancreas\Liver 3 2.1 3 1.1 6 1.0
Kidney\Kidney-Pancreas\Liver\Lung 1 0.6 1 0.7 2 0.3
Kidney\Kidney-Pancreas\Liver\Lung\Pancreas 16 10.2 17 11.6 39 13.7 | 72 | 123
Kidney\Kidney-Pancreas\Liver\Pancreas 45 28.7 43 30.8 52 183 | 142 | 24.2
Kidney\Kidney-Pancreas\Pancreas 1 04 1 0.2
) Kidney\Liver 39 248 37 253 82 289 | 158 | 269
Kidney\Liver\Lung 1 0.6 3 2.1 16 56 | 20 34
Kidney\Liver\Lung\Pancreas 1 0.6 I 0.7 4 1.4 16 1.0
Kidney\Liver\Pancreas 1 0.6 4 2.7 16 56 | 21 3.6

Kidney\Lung 1 0.6 1 0.2

Liver 11 7.0 6 411 19 6.7 | 36 | 6.1

Liver\Lung 2 13 3 2.1 5 18 110 | 17
Liver\Lung\Pancreas 1 0.6 1 0.7 2 0.7 4 0.7

Liver\Pancreas 2 1.3 2 1.4 5 1.8 9 1.5

NO MATCHES RUN 1 0.6 1 0.2
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' Thoracic Committee

Table 5. Other organs that were transplanted
for potentially suitable donors with no heart match run

Donor Age
18-35 36-45 46-55 All
Type Organs Transplanted
(N=157) (N = 146) (N =284) (N =587)
N % N % N % N %

Organ Intestine I 0.6 . : 2 0.7 3 05

Kidney 130 82.8 119 815 | 207 729 456 77.7

Liver 128 | 815 | 109 | 747 | 223 | 785 | 460 | 784

Lung 15 9.6 10 6.8 15 5.3 40 6.8

Pancreas 34 21.7 21 144 11 39 66 11.2
Organ Kidney 25 15.9 29 199 | 45 15.8 99 16.9
Combination

Kidney/Intestine . . . . 1 04 I 1 0.2

Kidney/Liver 63 40.1 64 43.8 140 493 267 45.5

Kidney/Liver/Intestine ] 0.6 1| o4 2 03

Kidney/Liver/Lung 8 5.1 4 2.7 8 2.8 20 3.4

Kidney/Liver/Pancreas 29 18.5 17 11.6 10 35 56 9.5

Kidney/Liver/Pancreas/Lung 4 2.5 3 2.1 1 0.4 8 1.4

Kidney/Lung 2 1.4 1 0.4 3 0.5

Liver 20 12.7 19 13.0 58 20.4 97 16.5

Liver /Lung 2 1.3 1 0.7 5 1.8 8 1.4

Liver /Pancreas 1 0.6 1 0.7 . . 2 0.3

Lung 1 0.6 1 0.2

~ NO ORGANS TRANSPLANTED 3 1.9 6 4.1 14 4.9 23 3.9

The organ combinations shown in Table 5 are the organs that were transplanted from a donor. not the combinations of organs
transplanted into an individual recipient.

Page 16 of 20

3-16



Thoracic Committee

January 23, 2004

Table 6A. Selected categorical donor characteristics
for potentially suitable donors with no heart match run

Donor Age
All
18-35 3645 46-55
(N =157) (N =146) (N=284) (N=1587)
N % N % N % N %
Cause of Death Anoxia 47 | 299 32 21.9 58 204 | 137 | 233
Cerebrovascular/Stroke 40 | 255 | 86 58.9 194 68.3 | 320 | 545
Head Trauma’ 66 | 420 | 26 17.8 | 28 9.9 120 | 204
CNS Tumor . . 1 0.7 2 0.7 3 0.5
Other 4 25 1 0.7 2 0.7 7 1.2
Mechanism of Death Drowning 1 0.6 2 1.4 1 0.4 4 0.7
Seizure 1 | 06 1 0.2
Drug Intoxication 12 7.6 5 34 5 1.8 22 3.7
Asphyxiation 9 57 | 6 4.1 3 1.1 18 | 3.1
Cardiovascular 19 12.1 21 144 | 53 18.7 { 93 15.8
Gunshot Wound 18 11.5 4 2.7 5 1.8 27 4.6
Stab Wound 3| 19 30 05
Blunt Injury 38 | 24.2 18 12.3 19 6.7 75 12.8
Intracranial Hemorrhage/Stroke 46 | 293 84 575 | 187 | 65.8 | 317 | 54.0
Death from Natural Causes 2 1.3 4 2.7 4 1.4 10 1.7
None of the Above 8 5.1 2 1.4 7 2.5 17 29
>3 Inotropic Agents at Time of Incision 15 9.6 4 2.7 16 5.6 35 6.0
' Cardiac Arrest Led to Brain Death 17 10.8 7 4.8 13 4.6 37 6.3
Cigarette Usage History and Current Use 39 24.8 69 473 | 123 | 43.3 | 231 | 394
- History but not Current Use 5 3.2 9 6.2 26 9.2 40 6.8
History of Use/Current Use Unknown 1 0.6 3 2.1 7 2.5 11 1.9
None 111 | 707 | 65 | 445 | 126 | 444 | 302 | 514
Usage Unknown 1 0.6 2 0.7 3 0.5
Alcohol Usage History and Current Use 19 12.1 28 19.2 44 155 91 15.5
History but not Current Use 7 4.5 9 62 | 19 6.7 35 6.0
History of Use/Current Use Unknown . . 2 1.4 4 1.4 6 1.0
None 130 | 82.8 | 106 | 72.6 | 214 | 754 | 450 | 76.7
Usage Unknown 1 0.6 1 0.7 3 1.1 5 0.9
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Donor Age
All
18-35 36-45 46-55
(N=157) (N = 146) (N =284) (N = 587)
N % N % N % N %
IV Drug Usage History and Current Use 4 235 2 1.4 6 1.0
History but not Current Use 5 3.2 1 0.4 6 1.0
Hisfory of Use/Current Use Unknown 2 1.4 2 0.3
None 146 | 93.0 | 141 | 96.6 | 282 | 99.3 | 569 [ 96.9
Usage Unknown 2 1.3 1 0.7 1 0.4 4 0.7
Cocaine Usage History and Current Use 12 7.6 12 8.2 9 3.2 33 5.6
History but not Current Use 5 3.2 11 7.5 10 3.5 26 4.4
History of Use/Current Use Unknown 6 3.8 5 3.4 2 0.7 13 2.2
None 129 | 822 | 115 | 78.8 | 262 | 92.3 | 506 | 86.2
Usage Unknown 5 32 3 2.1 1 0.4 9 1.5
Other Drug Usage History and Current Use 42 26.8 21 14.4 21 7.4 84 143
History but not Current Use 13 83 16 11.0 22 7.7 51 8.7
History of Use/Current Use Unknown 8 5.1 4 2.7 3 1.1 15 2.6
None 91 58.0 | 101 | 69.2 | 237 | 83.5 | 429 | 73.1
Usage Unknown 3 1.9 4 2.7 I 0.4 8 1.4
Insulin dependency No 1 0.6 5 3.4 27 9.5 33 5.6
Insulin Dependent Diabetes 2 1.3 4 2.7 7 2.5 13 22
Non-Insulin Dependent Diabetes 2 1.3 1 0.7 3 1.1 6 1.0
Diabetes, Dependency Unknown 3 1.9 4 2.7 8 2.8 15 26
Unknown 1 0.6 1 0.7 4 1.4 6 1.0
Not applicable (Mo 's)t:‘ttl’l‘;;“ or 148 | 943 | 131 | 897 | 235 | 827 | 514 | 876
History of Hypertension N 136 | 86.6 | 91 62.3 | 126 | 444 | 353 | 60.1
Y 21 134 | 54 | 37.0 | 154 | 542 | 229 | 39.0
U 1 0.7 4 1.4 5 0.9
Lifestyle Factors No Lifestyle Factors reported 85 54.1 | 100 | 68.5 | 225 | 79.2 | 410 | 69.8
Other 4 2.5 3 2.1 2 0.7 9 1.5
Prison 5 3.2 9 6.2 11 39 25 4.3
Prison/Other 1 0.6 1 0.7 1 0.4 3 0.5
Prison/Sexual Promiscuity 1 0.6 1 0.7 1 0.4 3 0.5
Prison/Tattoos 11 7.0 6 4.1 1 0.4 18 3.1
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Donor Age
All
18-35 3645 46-55
(N=157) (N = 146) (N =284) (N =587)
N % N Y N % N %
Prison/Tattoos/Other 2 1.3 2 0.3
Prison/Tattoos/Sexual Promiscuity 1 0.6 1 0.2
Sexual Promiscuity 1 0.4 1 0.2
Tattoos 35 {223 10 6.8 18 6.3 63 10.7
Tattoos/Other 3 1.9 4 2.7 1 0.4 8 1.4
Unknown 9 5.7 12 8.2 23 8.1 44 7.5
History of Prior MI* N 35 223 36 24.7 68 239 | 139 | 237
Y 1 0.6 3 2.1 6 2.1 10 1.7
U 121 | 77.1 | 107 | 733 | 210 | 73.9 | 438 [ 746
If Left Vent. Ejection Fraction | Segmental Abnormalities 3 1.9 2 1.4 1 0.4 6 1.0
<50%*
Global Abnormalities 6 3.8 4 2.7 3 1.1 13 22
Segmental and Global Abnormalities 2 1.3 1 0.7 2 0.7 5 0.9
No Abnormali.ties 1 0.6 1 0.7 9 32 11 1.9
Not Reported 145 | 924 | 138 | 94.5 | 269 | 94.7 | 552 94.0
Coronary Angiogram Result* | Abnormal 2 1.4 2 0.7 4 0.7
Normal 2 0.7 2 0.3
Angiogram Not Done 29 18.5 33 22.6 56 19.7 | 118 | 20.1
Not Reported 128 | 81.5 | 111 | 76.0 | 224 | 789 | 463 | 789
Right Heart Catheterization® | N 32 | 204 | 38 | 260 73 257 | 143 | 244
Y 4 2.5 1 0.7 2 0.7 7 1.2
u 121 | 77.1 | 107 | 733 | 209 | 73.6 | 437 | 74.4
Myocardial Biopsy* N 30 19.1 34 233 59 20.8 | 123 | 21.0
U 127 | 809 | 112 | 76.7 | 225 | 79.2 | 464 | 79.0

* Currently, data submission for these items is not mandatory when the heart was not recovered. These fields will
be required for all deceased donors in May 2004.
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Table 6B. Continuous donor characteristics

. for potentially suitable donors with no heart match run
18-35 (N = 157) 36-45 (N = 146) 46-55 (N = 284)
# sta | 10 | oo» | * sta | 10 | oo | F sta | 10% | 90v
lv)v:xtt: Mean Error | %ile | %ile ;)v;ttl; Mean Error | %ile %ile ;)v;tt: Mean Error | %ile %ile
BMI (kg/m?) 157 | 25.8 0.5 199 | 33.1 146 | 277 0.5 208 | 363 | 284 | 27.1 03 209 | 352
Terminal Serum 57 1 16 | o1 | o6 | 30 | 143 | 16 | 02 | 06 | 26 | 283 17 | 01 | 07 | 31
Creatinine :
Terminal BUN 157 | 173 1.1 70 | 330 | 143 | 190 1.1 7.0 350 | 282 | 213 1.1 7.0 37.0
Terminal Total Bilirubin | 154 1.1 0.1 03 19 | 134 13 0.2 0.3 2.0 266 09 0.1 02 1.6
Terminal SGOT/AST 154 | 2058 | 492 | 250 | 2760 | 134 | 1783 | 728 | 190 | 2100 | 268 | 1203 | 148 18.0 | 2480
Terminal SGPT/ALT 154 | 1599 | 434 | 160 | 3120 | 135 | 1245 | 315 180 | 1900 | 269 | 910 13.1 13.0 | 1500 |
PO, on 100% O, o4 | 3782 | 346 | 750 | 5230 | 17 | 3598 | 382 | 820 | 529.0 | 27 | 3254 | 288 | 833 4882
LV Ejection Fraction* 15 33.3 3.7 150 | 51.0 13 424 39 250 | 35.0 21 40.3 3.8 190 | 65.0
CVP* 2 8.0 0.0 8.0 8.0 0 3 73 2.8 4.0 13.0
PA Diastolic* 3 30.7 43 220 | 350 1 40 _ 4.0 4.0 2 18.5 8.5 100 | 270
PA Systolic* 3 50.7 | 248 | 210 | 100.0 1 10.0 . 100 | 100 2 213 8.5 190 | 360
PCW* 3 9.7 1.5 7.0 12.0 1 12.0 . 120 | 120 2 15.0 2.0 13.0 | 170
.C:diac Output* |3 7.2 2.7 4.0 125 0 . . . . 2 70 09 6.1 7.9

* Currently. data submission for these items is not mandatory when the heart was not recovered. These fields will be required for

all deceased donors in May 2004.

** Data submission not required when neither lung was recovered.
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Committee Request

Examine the lung transplant rate by OPO for donors from whom consent for lung recovery was
obtained, limited to brain-dead donors between 18 and 55 years who were not positive for any
serological tests (excluding CMV+). Tabulate the percentage of lung transplants that were
performed locally. Tabulate the number of offers made and the rank order of the acceptor for

transplanted lungs.

After further discussion at the Heart Recovery and Use Subcommittee, the following additional
requests were made regarding donors from whom neither lung was transplanted: provide detailed
medical and social History information, tabulate the other organs for which matches were run,
and tabulate the other organs that were transplanted. The medical History items of particular
interest were pO2, smoking history, cause of death and use of hormonal resuscitation.

Background/Purpose ‘
Improving lung recovery rates has been a topic of much discussion within the Thoracic
Committee. In an effort to identify potential areas of improvement, the Committee suggested that
analysis should be limited to those donors that truly have potential to be lung donors, rather than

examining all donors.

After the Subcommittee reviewed the original tables, additional concerns were raised regarding
the donors for whom no match was run, after limiting the criteria to the most reasonable pool of
potentially suitable heart donors. One concern raised during the discussion of the Subcommittee
is that detailed cardiac information is not available on these donors and there may be legitimate
reasons why the heart was not transplanted. By examining medical and social History
characteristics, some possible contraindications to transplant could be reviewed, though there

may be others that are not currently collected.

Data and Conventions

All deceased brain-dead donors between the ages of 18 and 55, who were not serologically
positive (excluding CMV+) and were recovered between January 1, 2002, and June 30, 2003,
were included in the analysis cohort for all tabulations.

As there are several OPOs involved in sharing arrangements for thoracic allocation (i.e., either
several OPOs have a single combined local list or there is an interim allocation to other OPOs in
the state after allocation to the recovering OPO but prior to allocation to Zone A), many of the
tabulations make a distinction between local (OPO only) and sharing agreement (other OPOs in

the state but prior to Zone A).
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Summary of Results
Figure 1.

. There were 4786 donors recovered between January 1, 2002, and June 30, 2003, meeting
the suitability criteria for whom consent for lung donation was obtained.

. Of these donors, at least one lung was transplanted in 1015 (21%). From these donors 1219
lung transplants were performed involving 1810 lungs.

. Ofthe 3771 donors in whom the lung was not transplanted, there was approximately an
equal distribution between the following four group: the lung match was not run; a match
was run but offer efforts were not reported; only local offers were made (include those to
OPOs in a sharing arrangement) and offers were made in Zone A or beyond.

Table 14/Figure 2A. Transplant rates within region
. The percentage of potentially suitable donors with at least 1 lung transplanted ranged across
region from 14% to 25% (US rate = 21%).
. Of the lungs transplanted, there was a fairly broad range of the percentage that were
transplanted outside the local OPO or sharing agreement of recovery. The percentage of
Zone A or beyond transplanted organs for all OPOs within a region ranged from 17% to

53%.

Table 1B/Figure 2B. Transplant rates by OPO
. The percentage of potentially suitable donors with at least 1 lung transplanted ranged across
OPO from 0% to 38% (US rate = 21%).
. Of the lungs transplanted, the range of Zone A or beyond transplanted organs by OPO
ranged from 0% to 100%.

Table 2. Number of offers made for patients and to centers
. The number of potential recipients and centers for whom offers were made (Table 2) differ

substantially by whether the lung was transplanted and the geographic difference of the
transplant/furthest offer.

« Transplanted lungs
o There were 1167 transplanted lungs with complete match runs available for analysis. (En-

bloc/double lungs offered simultaneously are counted as 1 lung for this table.)
o Offers to potential recipients
»  On average, the lung was accepted for the 30™ potential recipient.
= The acceptor ranged from the 1% position on the match run to the 933" position.
= At least half of the acceptors were within the first 8 positions on the match run.
o  Offers to centers
=  On average, offers were made to approximately 4 centers.
= At most 45 centers were contacted for the lung to be accepted.
= In at least half of the matches the lung was accepted by the first or second center.
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K-3



Thoracic Committee January 23 2004

. Non-transplanted lungs
o There were 1293 non-transplanted lungs with complete match runs available for analysis.
o Offers to potential recipients
= On average, placement efforts were stopped after offers to the 40" potential recipient.
= The last potential recipient to whom offers were made ranged from the 1% position on
the match run to the 875" on the match run.
» In half of the matches placement efforts were discontinued prior to or at the 19"
potential recipient on the match run.

o Offers to centers
s On average, placement efforts were discontinued after offers were made to 4 centers.

= At most 54 centers were contacted before placement efforts ended.
= In at least half of the match runs, offers were made to only 3 centers.

Table 3. Refusal reasons
. The distribution of refusal reasons differs considerably by whether the organ was
transplanted and the geographic distance of the offers.
. For lungs that weren’t transplanted for which only local or Zone A offers were made,
approximately 60% were turned down for donor quality or donor size/weight.
. Transplanted lungs had a much higher percentage of refusals for donor size/weight than the
non-transplanted organs, with almost half of refusals for locally transplanted organs due to

donor size/weight.

Table 4. Match runs for other organs
. All donors had at least one match run.
. The vast majority of donors had a match run for kidney and for liver.
. Ifalung match was run, at least 92% of the donors had a heart match run also. But for the
group of donors with no lung match, only 61% had a heart match.

Table 5. Other organs transplanted
. For each match type, 1-3% of donors had no organs transplanted, with the highest rate for
donors having no lung match run.
« The heart was transplanted in between 29-53% of these donors.
. The liver and at least one kidney were transplanted in approximately 80-90% of the donors.
The lower rates were seen in those donors that did not have a lung match run.
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. Results

Figure 1. Utilization of lungs for donors recovered between January 1, 2002, and June 30, 2003
for brain-dead donors aged 18-55, no positive serology (Hepatitis B, Hepatitis C, HIV, HTLV or VDRL)

5186 donors recovered between January 1. 2002, and June 30. 2003

\

Consent was not obtained (not
requested or requested and not Consent obtained: 4786
obtained): 400 donors (8% of donors) donors (92% of donors)
Neither lung transplanted: 3771 donors At least 1 lung TXed: 1015 donors
(79% of consented donors) (21% of consented donors)
1219 lung TXs involxing 1810 lungs TXed

Match was not run
’ (N = 1085; 29% of non-transplanted consented donors)

Transplants Lungs TXed
. Local: 760 1117
Match was run™ Sharing agree: 82 106
(N =1445; 38%) Shared: 377 587

—| Only local (incl. sharing agree.) offeis
(N=665; 18%)

Ofters made to Zone A
’ (N=1502; 13%)

) Offers made to Zone B
(N=60; 2%)

—p{ Offers made to Zone C
(N= 14; 04%)

* Match was run but not possible to determine if offers were made or not.
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Table 1A. Lung recovery information by region for deceased potentially suitable* donors ‘
Recovered between January 1, 2002, and June 30, 2003

C?nsented, At least 1 lung Lungs transplanted Lungs t_ranspl:anted Lungs shared and
Number of neither lung within sharing
transplanted Lungs locaily transplanted
donors with transplanted T‘;( gd agreement
e
| lungconsent | % of N % of o | worTred | [ %ofTxed | | %ofTred
Region donors donors lungs lungs lungs
us 4786 3771 78.8% 1015 21.2% 1810 1117 61.7% 106 5.86% 587 32.4%
1 185 143 y 77.3% 42 22.7% 74 49 66.2% 0 0.0% 25 33.8%
2 506 397 78.5% 109 21.5% 205 140 68.3% 0 0.0% 65 31.7%
3 762 608 79.8% 154 20.2% 267 132 49.4% 40 15.0% 95 35.6%
4 492 386 78.5% 106 21.5% 186 144 77.4% 0 0.0% 42 22.6%
5 709 550 77.6% 159 22.4% 277 173 62.5% 0 0.0% 104 37.5%
6 190 154 81.1% 36 18.9% 68 32 47.1% 0 0.0% 36 52.9%
7 468 363 77.6% 105 22.4% 188 139 73.9% 0 0.0% 49 26.1%
8 311 240 77.2% 71 22.8% 132 67 50.8% 0 0.0% 65 49.2%
9 217 186 ‘ 85.7% 31 14.3% 57 27 47.4% 9 15.8% 21 36.8%
10 478 360 | 75.3% 118 24.7% 206 118 57.3% 52 25.2% 36 17.5%
.Ll 468 384 | 82.1% 84 17.9% 150 96 64.0% 5 3.33% 49 32.7%

*Potentially suitable: brain-dead donors aged 18-55, no positive serology

Range of % not transplanted for regions: [61.7%, 100%]; median across regions: 79.8%

Range of % non-local/non-sharing agreement transplanted lungs for regions: [17.5%, 52. 9%]; median across regions: 33.8%
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Figure 2A. Lung recovery information by region for deceased potentially suitable* donors
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Table 1B. Lung recovery information by OPO for deceased potentially suitable* donors
Recovered between January 1, 2002, and June 30, 2003

ncrpea | Nomeror | G ey || L | Lo gt | Lage hred an
oro donors TXed - _
N % N N N % N % N Yo

Us 4786 3771 78.8% 1015 21.2% 1810 1117 61.7% 106 5.86% 587 32.4%
1003 1mr 92 82.9% 19 . 17.1% 37 33 89.2% 0 0.0% 4 10.8%
1013 27 24 88.9% 3 11.1% 5 0 0.0% 0 0.0% 5 100%
1027 40 37 92.5% 3 7.50% 5 0 0.0% 0 0.0% 5 100%
1056 81 58 71.6% 23 28.4% 37 37 100% 0 0.0% 0 0.0%
1062 24 22 91.7% 2 8.33% 3 0 0.0% 3 100% 0 0.0%
1084 200 155 77.5% 45 ©225% 83 63 75.9% 0 0.0% 20 24.1%
1091 84 58 69.0% 26 31.0% 51 33 64.7% 0 0.0% 18 35.3%
1092 109 92 84.4% 17 15.6% 27 14 51.9% 3 11.1% 10 37.0%
1093 44 38 86.4% 6 13.6% 11 0 0.0% 0 0.0% 11 100%
1124 50 38 76.0% 12 24.0% 21 0 0.0% 20 95.2% | 476%
1133 45 41 91.1% 4 8.89% 7 7 - 100% 0 0.0% 0 0.0%
1175 129 96 74.4% 33 25.6% 59 50 84.7% 0 0.0% 9 15.3%
1176 73 57 78.1% 16 21.9% 26 26 100% 0 0.0% 0 0.0%
1204 67 54 80.6% 13 19.4% 26 0 0.0% 0 0.0% 26 100%
1240 26 22 84.6% 4 15.4% 7 0 0.0% 0 0.0% 7 100%
1254 59 44 74.6% 15 25.4% 29 0 0.0% 0 0.0% 29 100%
1274 155 127 81.9% 28 18.1% 51 47 92.2% 0 0.0% 4 7.84%
1285 37 26 70.3% 1t 29.7% 21 0 0.0% 0 0.0% 21 100%
1305 34 25 73.5% 9 26.5% 17 0 0.0% 16 94.1% 1 5.88%
1309 31 29 93.5% 2 6.45% 4 0 0.0% 0 0.0% 4 100%
1359 38 29 76.3% 9 23.7% 18 0 0.0% 0 0.0% 18 100%
1369 62 44 71.0% 18 29.0% 29 24 82.8% 2 6.90% 3 10.3%
1377 256 205 80.1% 51 19.9% 88 76 86.4% 0 0.0% 12 13.6%
1380 67 47 70.1% 20 29.9% 40 30 - 75.0% 0 0.0% 10 25.0%
1388 47 36 76.6% 7 11 23.4% 18 2 11.1% 0 0.0% 16 88.9%
1391 78 53 67.9% 25 32.1% 44 41 93.2% 0 0.0% 3 6.82%

*Potentially suitable: brain-dead donors ages 18-55, no positive serology

Range of % not transplanted for OPOs: [61.7%, 100.0%]; median across OPOs: 80.6%
Range of % non-local/non-sharing agreement transplanted lungs for OPOs: [0%, 100%]; median across OPOs: 24.8%
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ncea | N | ORI | |, | U | Ll | Lo e
oPO donors TXed
N % N N N % N % . N %

1393 59 48 81.4% 11 18.6% 17 0 0.0% 13 76.5% 4 23.5%
1395 25 22 88.0% 3 12.0%' 6 0 0.0% 4 66.7% 2 33.3%
1405 138 116 | 84.1% 22 15.9% 40 27 67.5% 0 0.0% | 13 32.5%
1410 79 65 82.3% 14 17.7% 26 0 0.0% 0 0.0% 26 100%
1413 29 26 89.7% 3 10.3% 5 0 0.0% 2 400% |. 3 60.0%
1422 76 57 75.0% 19 25.0% 30 28 93.3% 0 0.0% 2 6.67%
1429 151 120 79.5% 31 20.5% 53 40 75.5% 0 0.0% 13 24.5%
1439 65 51 78.5% ‘]4 21.5% 24 8 33.3% 15 62.5% 1 4.17%
1443 148 117 79.1% 31 20.9% 53 49 92.5% 0 0.0% 4 7.55%
1447 48 35 72.9% 13 27.1% 25 19 76.0% 0 0.0% 6 24.0%
1464 66 58 87.9% 8 v12.l% 15 15 100% 0 0.0% 0 0.0%
1466 46 30 65.2% 16 34.8% 27 19 70.4% 1 3.70% 7 25.9%
1467 79 72 91.1% 7 8.86% 10 3 30.0% 7 70.0% 0 0.0%
1506 112 91 81.3% - 21 18.8% 39 32 82.1% 0 0.0% 7 17.9%
1511 68 50 73.5% 18 26.5% 34 25 73.5% 0 0.0% 9 26.5%
1519 94 73 77.7% 21 22.3% 42 39 92.9% 0 0.0% 3 7.14%
1522 42 40 95.2% 2 4.76% 3 0 0.0% 0 0.0% 3 100%
1526 176 133 75.6% 43 24.4% 73 56 76.7% 0 0.0% 17 23.3%
1528 72 60 83.3% 12 16.7% 21 17 81.0% 0 0.0% 4 19.0%
1573 30 26 86.7% 4 13.3% 8 0 0.0% 2 25.0% 6 75.0%
1585 12 10 83.3% 2 16.7% 4 0 0.0% 0 - 0.0% 4 100%
1593 132 96 72.7% 36 27.3% 64 51 79.7% 0 0.0% 13 20.3%
1607 97 71 73.2% 26 26.8% 45 28 62.2% 0 0.0% 17 37.8%
1632 52 48 92.3% 4 7.69% 7 5 71.4% 0 0.0% 2 28.6%
1644 19 19 100% 0 0.0% 0 0 . 0 . 0

1655 64 55 85.9% 9 14.1% 17 13 76.5% 0 0.0% 4 23.5%
1662 50 40 80.0% 10 20.0% 18 8 44.4% 0 0.0% 10 55.6%
1665 149 123 82.6% 26 17.4% 45 14 31.1% 0 0.0% 31 68.9%
1681 94 77 81.9% 17 18.1% 33 0 0.0% 0 O‘O% 33 100%
1710 216 170 78.7% 46 21.3% 85 55 64.7% 0 0.0% . 30 35.3%
1720 98 79 80.6% 19 19.4% 35 15 42.9% 14 ‘ 40.0% 6 17.1%

*Potentially suitable: brain-dead donors ages 18-55, no positive serology

Range of % not transplanted for OPOs: [61.7%, 100.0%]; median across OPOs: 80.6%
Range of % non-local/non-sharing agreement transplanted lungs for OPOs: [0%, 100%]; median across OPOs: 24.8%
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Consented, not Lungs transplanted Lungs transplanted Lungs shared-and
Encrypted I:::;::'t‘ezf transplanted Transplanted Lungs locally in sharing agreement transplanted
OoPrO donors TXed
N % N N N % N % N %
1725 206 127 61.7% 79 38.3% 138 68 49.3% 0 0.0% 70 50.7%
1756 20 17 85.0% 3 15.0% 4 0 0.0% 4 100% 0 0.0%

*Potentially suitable: brain-dead donors ages 18-55, no positive serology

Range of % not transplanted for OPOs: [61.7%, 100.0%]; median across OPOs: 80.6%
Range of % non-local/non-sharing agreement transplanted lungs for OPOs: [0%, 100%]; median across OPOs: 24.8%
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. Figure 2B. Lung recovery information by OPO for deceased potentially suitable* donors
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Table 2. Number of offers made on each lung for which a match was run
Offers tabulate separately for potential recipients and for centers

Number of Offers for potential recipients Offers to centers
Donor group | Offer/acceptance type lungs
’ offered* Mean | Std. Dev. | Range | Median | Mean | Std. Dev. | Range | Median
Transplanted | Transplanted - Local 746 10.8 21.2 [1.338} 4 1.6 1.4 [1.30] 1
Transplanted — Within 77 13.4 13.9 [1.74] 7 2.0 0.7 [1. 4] 2
sharing agreement
Transplanted — Shared
(outside OPO and outside 344 75.4 129.5 [1,933] 29 8.3 7.2 {1.45] 6
sharing agreement)
ALL 1167 30.0 78.1 [1, 933] 8 3.6 5.1 [1, 45] 2
Not Only Local offers made ,
transplanted | (may include offers within 680 259 373 [1.210] 12 1.9 1.0 [1.12]) 2
a sharing agreement)
Zone A offers made 530 50.7 63.0 [1.632] 27 6.2 3.6 [1,32] 5
Zone B offers made 65 68.3 72.6 [3,318] 39 7.8 5.6 [1.36] 7
Zone C offers made 18 126.8 208.5 [1.875] 52 14.8 11.4 [1.54] 13
ALL 1293 39.6 - 59.0 [1, 875] 19 4.1 3.9 [l 54]‘ 3
*NOTES:

Double/en-bloc lungs offered from 1 match are counted as 1 lung offered in this table.
The number of transplanted lungs offered is slightly lower than the number of lung transplants
performed primarily due to match runs with incomplete offer/refusal information.
The number of lungs not transplanted is higher than in Figure 1 as some donors had one lung

transplanted and one lung offered but not transplanted. Organs in the latter group are included in
the not transplanted category in this table.
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Table 3. Refusal reasons for lung match runs
Percentage of offers by reason with reasons weighted by number of refusals per donor

Not transplanted - Transplanted
Refusal Loolclzlj* Zone A Zone B Zone C TXed TXed - TXed
etusal reason TOTAL offers offers offers | TOTAL €d - Sharing e~
| offers _ Local Shared
(N =1284) made made made made (N =993) (N = 589 agreement (N =337)
n: (N=529) | (N=65) | (N=18) =589) | “n=67) =
(N=672)
Donor Quality 47.4 51.1 46.0 275 21.0 8.7 4.9 .114 14.7
Donor Size/Weight 12.9 10.0 15.4 214 17.1 419 49.4 313 30.8
Abnormal Blood Gases 8.9 12.8 4.9 33 . 0.8 0.4 . 1.7
Abnormal Chest X-Ray 3.5 4.0 2.4 5.1 10.7 0.7 0.7 . 0.8
Abnormal Bronchoscopy Results 34 3.8 3.0 3.4 2.2 0.9 0.9 1.1
Other: Other Specify 3.2 2.2 3.9 54 | 113 5.4 4.6 4.1 7.0
Multiple Organ Transplant Required 3.0 1.2 5.1 4.7 5.3 83 7.8 6.7 9.4
Lung test results unavail, not done, 22 97 14 31 14 05 01 16 10
unacceptable
Donor Social History 1.9 1.2 2.9 0.7 0.6 0.3 1.2 1.1
Recipient Unavailable 1.8 1.1 2.5 3.7 2.1 4.9 5.2 1.8 5.0
Qperational-transportation, logistics, 15 06 21 40 10.9 20 71 12 21
distance |
Surgeon_Unavailable-currently 15 11 16 4.8 49 29 15 15.5 28
performing
Recipient Transplanted/Inactive 1.5 1.3 1.1 5.0 6.6 43 | 3.2 0.3 3.6
Heavy workload-program unable to 14 1.4 14 16 15 15 0.9 73 13
accept
Recipient testing results unavailable 1.0 0.2 2.1 0.9 1.0 1.8 0.8 ‘ 1.9 3.6
Organ Anatomical Damage or Defect 1.0 1.7 0.2 0.1 0.2 0.1 0.2 0.1
Recipient Il 0.8 0.7 0.9 2.3 0.5 42 5.6 52 1.5
Patient condition improved, 0.8 0.9 0.6 1.5 0.2 23 2.4 35 1.8
transplant not needed
Positive Serological Tests ; 0.6 0.7 0.4 . 0.3 1.1 1.5 2.0 0.2
Positive Crossmatch 0.5 0.5 0.7 0.0 0.0 2.0 2.7 0.2 1.1
Donor Medical Urgency 0.3 0.1 0.5 0.8 . 22 0.3 o 59
Donor Age 0.3 0.2 0.4 0.2 . 0.1 - 01 0.7 0.0
Abnormal Echocardiogram 0.2 0.3 0.1 . . 0.0 0.0
HLA mismatch unacceptable 0.1 0.1 0.1 0.0 . 0.5 0.3 1.1 0.8
Organ Preservation 0.1 . 0.1 0.1 2.6 0.0 . . 0.1
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Not transplanted Transplanted
Only
Zone A Zone B Zone C TXed -

Refusal reason TotaL | Yo" | “orers | offers | offers | TOTAL | X9~ | Sharing | TXed-

offers _ Local Shared

(N =1284) made made made made (N =993) (N = 589) agreement (N=337)
_ N=529) | (N=65) | (N=18) : (N=67)
(N=672) .
Elevated Creatinine 0.1 0.1
Other: Multi-organ Transplant 0.1 0.0 0.0 0.1 0.8 - 0.6 0.2 1.2
Bypassed; another patient medically 0.0 01 0.0 12 0.9 2.7' 13
urgent : )
Kidney test results unavailable, not
0.0 0.1

done, unacceptable
Donor ABO 0.0 0.1 0.0 0.0
Recipient Refused 0.0 0.0 0.0 0.1 0.2 0.2 0.1
Liver: Abnormal Biopsy 0.0 0.0
Heart test results unavailable, not 0.0 0.0 01 02
done, unacceptable
Total 100.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0¢

The refusal reasons of each potential recipient for each donor organ were weighted with weights
corresponding to their relative frequency. Without weighting the reasons by their relative frequency, the
refusals for one organ with 1000 offers would have the same influence as 50 organs with 20 refusals each.
The weights for all refusal reasons total to 1 for each organ. For example, if all of the refusals for an
organ were for abnormal echo then it would have a weight of 1. But if a third of the refusals for an organ
were for abnormal echo and two-thirds were for donor quality then abnormal echo would have a weight
of 0.33 and donor quality would have a weight of 0.67. These weights were then averaged over the
organs in each group to obtain the percentages in the table. Missing values in the table indicate that there
were no refusals for that particular reason. A percentage of 0.0 indicates that there was at least one
potential recipient with that refusal reason.

*NOTES:
« The number of matches for which there are refusal reasons is lower than the number for which there

are matches in Table 2 due to lungs accepted on the first offer. These are primarily transplanted
organs though there were some non-transplanted lungs that were accepted for transplant on the first

offer.
« Local offers for non-transplanted lungs include offers made within the sharing agreement.
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Table 4. Other organs for which matches were run in donors with neither lung transplanted

Lung match | Matchwas | Only local | Zone A/B/C
not run run* offers offers All

 Type Matches run N % N %o N % N % N %
Organ Heart 664 | 61.2] 1364 | 944 626 | 9411 531 [92.213185 1 845
Intestine 168 | 155| 3529 [36.6] 313 |47.1 229 39811239329
Kidney - 1003 | 92.4 | 1406 973 646 |97.1] 560 |97.213615 1959

Liver 1050 | 96.8 | 1436 |99.4| 659 |99.1| 570 |99.0 3715|985

Pancreas 708 | 653! 1249 |86.4| 594 | 893 | 516 | 89.6|3067 | 813

Organ Heart 3 0.3 1 0.1 1 0.2 1 0.2 6 0.2
cqmbination Heart\Intestine 1 0.2 1 0.0
Heart\Intestine\Kidney 1 0.2 1 0.0
Heart\Intestine\Kidney-Pancreas\Liver\Pancreas 2 0.3 2 0.1
Heart\Intestine\Kidney-Pancreas\Pancreas 1 0.1 1 0.0
Heart\Intestine\Kidney\Kidney-Pancreas\Liver 1 0.1 7 0.5 8 0.2
Heart\Intestine\Kidney\Kidney-Pancreas\Liver\Pancreas | 108 | 10.0 | 429 |29.7| 251 |37.7| 173 30.0 | 961 | 255
Heart\Intestine\Kidney\Kidney-Pancreas\Pancreas 1 0.1 1 0.1 2 0.3 4 0.1
Heart\Intestine\Kidney\Liver 8 0.7 27 1.9 16 |24 18 3.1 | 69 1.8
Heart\Intestine\Kidney\Liver\Pancreas 12 1.1 37 2.6 23 35 20 35| 92 | 24
Heart\Intestine\Liver 1 0.1 6 0.4 5 0.8 2 0.3 14 0.4
Heart\Intestine\Liver\Pancreas 3 0.3 6 0.4 2 0.3 2 0.3 13 0.3

Heart\Kidney 3 0.3 1 0.1 1 0.2 5 0.1
Heart\Kidney\Kidney-Pancreas 1 0.1 1 0.0
Heart\Kidney\Kidney-Pancreas\Liver 18 1.7 21 1.5 8 1.2 6 1.0 | 53 1.4
Heart\Kidney\Kidney-Pancreas\Liver\Pancreas 307 |283| 613 |42.4 ) 249 |37.4| 238 | 413 1407|373
Heart\Kidney\Kidney-Pancreas\Pancreas 2 0.2 3 0.2 1 0.2 2 0.3 8 0.2
Heart\Kidney\Liver 121 | 112 124 | 86 36 5.4 27 4.7 | 308 | 8.2
Heart\Kidney\Liver\Pancreas 42 39 67 4.6 20 3.0 35 6.1 | 164 | 43
Heart\Kidney\Pancreas 1 0.1 1 0.1 1 0.2 3 0.1

Heart\Liver 26 2.4 14 1.0 4 0.6 3 05 | 47 1.2
Heart\Liver\Pancreas 6 0.6 5 0.3 4 0.6 2 0.3 17 | 05
Intestine\Kidney\Kidney-Pancreas\Liver\Pancreas 25 2.3 13 0.9 5 0.8 11 1.9 | 54 1.4
Intestine\Kidney\Liver 6 0.6 I 0.2 | 0.2 8 0.2

Page 15 of 23

NOS




Thoracic Committee

January 23 2004

Lung match | Matchwas | Only local | Zone A/B/C All
not run run* offers offers

Type Matches run N % N g N % N % N %
Intestine\Kidney\Liver\Pancreas 3 03 1 0.1 3 0.5 7102
Intestine\Liver 1 0.1 1 0.2 2 0.1
Intestine\Liver\Pancreas 2 0.3 : 2 0.1
Kidney 23 |21 1 |ol | 24 | 06
Kidney-Pancreas\Liver\Pancreas 1 0.1 1 0.0
Kidney\Kidney-Pancreas\Liver 6 0.6 2 0.1 1 0.2 9 0.2
Kidney\Kidney-Pancreas\Liver\Pancreas 142 | 13.1 37 2.6 19 2.9 24 42 1222 | 59
Kidney\Kidney-Pancreas\Pancreas 1 0.1 1 02 2 |01
Kidney\Liver 151 | 13.9 15 1.0 6 0.9 2 03 | 174 | 4.6
Kidney\Liver\Pancreas 21 1.9 4 0.3 1 0.2 1 02| 27 1 07
?ver 35 3.2 6 0.4 1 0.2 3 05 | 45 1.2
Liver\Pancreas 8 0.7 1 0.2 9 0.2

K-k
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Table 5. Other organs that were transplanted from donors with neither lung transplanted

Lung match | Match was | Only local | Zone A/B/C
not run run* offers offers Al
Type Organ type transplanted N % N % N N % N % N
Organ Heart 312 1 288| 615 |4261 324 1487 | 305 |53.0]1556 413
Intestine 5 0.5 12 08§ 6 0.9 5 09 | 28 | 07
Kidney 907 |83.61 1305 1903 599 |90.1 | 528 917 13339 | 88.5
Liver 854 | 787! 1241 |859| 577 |86.8| 503 |873[3175]84.2
Pancreas 183 | 1691 440 |304 1 215 [323 ) 202 3511040 |27.6
Organ Heart 14 |13 13 (09| 4 (06| 7 12 1 38 | 1.0
combination
Kidney 142 [13.1| 107 | 74 35 5.3 33 57 | 317 | 84
Kidney/Heart 36 3.3 50 35 30 45 19 33 | 135 | 3.6
Kidney/Intestine 1 0.1 1 0.0
Kidney/Liver 383 1353 437 |302)| 171 |257| 150 |26.0 | 1141303
Kidney/Liver/Heart 161 | 1481 273 1189 147 |22.1] 129 |224| 710 | 18.8
Kidney/Liver/Intestine 3 0.3 2 01 2 0.3 7 0.2
Kidney/Liver/Intestine/Heart 1 0.1 1 0.2 2 0.1
Kidney/Liver/Pancreas 92 8.5 180 | 125] 77 {116 55 9.5 | 404 | 10.7
Kidney/Liver/Pancreas/Heart 82 7.6 234 11621 125 1188 132 |229] 573 | I5.2
Kidney/Liver/Pancreas/Intestine 1 0.1 1 0.1 1 0.2 3 0.1
Kidney/Liver/Pancreas/Intestine/Heart 8 0.6 2 0.3 4 0.7 14 | 04
Kidney/Pancreas 4 0.4 2 0.1 5 0.8 11 0.3
Kidney/Pancreas/Heart 2 0.2 10 0.7 4 0.6 5 0.9 21 0.6
Liver 114 | 10.5 75 5.2 40 6.0 21 3.6 | 250 | 6.6
Liver /Heart 16 1.5 25 1.7 9 1.4 7 12 | 57 1.5
) Liver /Intestine/Heart 1 0.2 1 0.0
Liver /Pancreas 1 0.1 4 0.3 1 0.2 3 0.5 9 0.2
Liver /Pancreas/Heart 1 0.1 1 0.1 1 0.2 1 0.2 4 0.1
Pancreas /Heart | 0.2 1 0.0
NO ORGAN TRANSPLANTED 32 2.9 22 1.5 10 1.5 8 1.4 | 72 1.9

NOTE: The organ combinations are those transplanted from a donor. not necessarily the organ combinations that an individual
recipient received. :
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Table 6. Donor characteristics for donors with neither Iuhg transplanted

Match/offer type
Zone:
Match was | Match was | Only Local A/B/C
not run run* offers offers All
N % N % | N % N % N %

Cause of death Anoxia 181 | 16.7 133 92 63 9.5 64 | 111 4411 11.7

Cerebrovascular/Stroke 4471 4121 5671 392 | 270 40.6 | 227 | 39.4 | 1511 401

Head Trauma 423 | 39.0 | 720 | 498 | 314 | 47.2| 269 | 46.7| 1726 | 45.8

CNS Tumor 147 13 9| 06| 12 1.8 8 1.4 43 1.1

Other Specify 20| 1.8 16| 1.1 61 09 8 1.4 50 13
Hormonal resuscitation (steroids + N 856 | 789 | 1078 | 746 | 515| 77.4 | 437 | 759 | 2886 | 76.5
T3/T4 + DDAVP)

Y 135 124 190 | 13.1 | 101 | 15.2 93 | 16.1 519 | 13.8

U 04| 87| 177] 122| 49| 74| 46| 80| 366| 97
Prerecovery Steroids N 2331 21.5| 361|250 147 | 22.1| 148 | 25.7| 889 236

Y 761 | 70.1 909 | 629 471 | 70.8 | 384 | 66.7 | 2525 | 67.0

U 91 8.4 175 | 12.1 47 7.1 44 7.6 357 9.5
Prerecovery Triiodothyronine-T3 963 | 888 ] 1227 | 84.9| 596 | 89.6 | 512 | 88.9 | 3298 | 875

Y 29 27 421 291 25| 38| 20| 3.5 116 | 3.1

U 93 8.6 176 1 12.2 44 6.6 44 7.6 357 9.5
Prerecovery Thyroxine-T4 N 709 1 653 788 | 5451 371 558 | 340 | 59.0 | 2208 | 58.6

Y 283 | 26.1 480 | 3321 249 | 374 192 | 33.3| 1204 319

U 931 86 177 122 45| 68| 44| 76| 359| 95
Donor Given Synthetic Anti Diuretic N 603 | 55.6 736 | 509 | 324 | 487 | 246 | 42.7| 1909 | 506
Hormone (DDAVP)

Y 481 | 443 709 | 49.1 | 340 | S1.1| 328 | 56.9| 1858 493

U 1 0.1 1 0.2 2| 03 4| 0.1
>3 Inotropic Agents At Time Of N 1034 | 953 | 1367 94.6 | 647 | 973 | 561 | 97.4 | 3609 | 95.7
Incision (Y/N) -

i 51| 4.7 75| 52| 18| 274 15| 2.6 159 42

U 31 02 37 01
Clinical infection None 750 | 69.1| 1013 | 70.1 | 428 | 644 | 352 | 61.1 | 2543 | 674

Blood 171 1.6 261 18 51| 08| i 1.9 59 1.6

Biood /Other 4, 04 3] 02 1 0.2 1 0.2 9| 02

Blood /Pulmonary 11 1.0 11 0.8 8 1.2 5 0.9 35 0.9

Blood /Pulmonary/Other 1 0.1 1 0.2 2 0.1

Blood )Pulmonary/llrine 28 2.6 28 1.9 35 53 37 6.4 128 34

Blood /Pulmonary/Urine/Other 2 0.2 2 0.1 1 0.2 1 0.2 6 02

/{,,-%
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Match/offer type
Zone
Match was | Match was | Only Local A/B/C
not run run* offers offers All
N % N % N % N % N %

Clinical infection (cont’d) Blood /Urine 7 06 5 03 1 0.2 13 0.3
Blood /Urine/Other 30 03 } 31 0

Other 18] 17| 23] 16] 10! 15| 201 35, 71 19

Pulmonary 114 | 105 1551 10.7 86| 129 84| 146 439 11.6

Pulmonary /Other 21 02 31 02 21 03 7 0.2

Pulmonary /Urine 51 05 15 1.0 11 1.7 7 1.2 38 1.0

Pulmonary /Urine/Other I 0.1 1 0.1 1 0.2 3 0.1

Urine 19 1.8 23 1.6 7 1.1 8 1.4 57 1.5

Urine /Other 2| 02 3 0.2 5 0.1

Unknown 102 9.4 133 92 691 10.4 49 8.5 353 9.4

Cigarette usage History and current use 421 | 3881 498 | 345|219 329 195 339 1333 | 353
History but not current use 61 5.6 75 5.2 38 3.7 32 5.6 206 5.5

History, current use unknown 14 1.3 14 1.0 18 2.7 15 2.6 ‘ 61 1.6

None 583 | 337 | 847 386 | 3841 57.7| 331 | 575 2145} 569

Usage unknown 6| 06 11 0.8 6 0.9 3 0.5 26 0.7

Alcohol usage History and current use 205 | 189 | 2481 172 101 | 152 99| 172 653 | 173
History but not current use 51 4.7 62 43 49 7.4 32 5.6 194 5.1

History, current use unknown 6 0.6 11 0.8 8 12 13 23 38 1.0

None 818 | 754 | 1113 77.0 | 498 | 749 | 420 | 72.9 | 2849 | 75.6

Usage unknown 51 05 1! 08 9 14| 12| 21 370 1.0

IV drug usage History and current use 10 09 11 0.8 4 0.6 6 1.0 31 0.8
History but not current use 8| 07| 16| 11| 5| o8| 7| 12! 36| 10

History, current use unknown 3 03 2 0.1 4 0.6 2 0.3 11 0.3

- None 1049 | 96.7 | 1399 | 96.8 | 642 | 96.5| 557 | 96.7 | 3647 96.7

Usage unknown 15 14 17 12 10 1.5 4 0.7 46 12

Cocaine usage History and current use 76| 7.0 90 | 62| 43 65| 45 7.8 | 254 6.7
History but not current use 50| 4.6 68| 47| 35 53| 36| 63 189 5.0

Histor&, current use unknown 23 2.1 33 23 16 24 11 19 83 22

None 914 84.2> 1229 | 85.1 | 551 | 829 | 476 | 826 | 3170 | 84.1

Usage unknown 221 20 25 171 20 3.0 8 1.4 75 2.0

Other drug usage History and current use 2001 184 | 250 1734 97| 146 107 | 186 654 | 173
History but not current use 88 8.1 127 8.8 60 90| 65| 113 340 9.0
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Match/offer type
| Zone
Match was | Match was | Only Local A/B/C
not run run* offers offers Al
N % N % N % N % N %
.| Other drug usage (cont’d) History, current use unknown 231 21 35 24 19 29| 191 33 91 2.5
None 7611 70.1| 1013 | 70.11 472 | 71.0| 379 | 65.8 | 2625 | 69.6
Usage unknown 13 12] 200 14l 170 26| 6! 10| 56| 15
lz\;SULlN DEPENDENT No diabetes or diabetes status unknown | 1011 | 932 1378 | 954 | 630 94.7 | 551 | 957 | 3570 947
No 381 35 38| 26| 16! 241 10 17 102 | 27
Insulin Dependent Diabetes 12 1.1 71 035 6| 09 31 05 28 0.7
Non-Insulin Dependent Diabetes 3 03 5103 3 0.5 3¢ 05 14 0.4
Diabetes, Dependency Unknown 14 1.3 14 1.0 9 1.4 7 1.2 44 1.2
Unknown 71 06 3] 02 1 0.2 21 03 13 0.3
History of Hypertension N 788 | 7261 1147 | 794 | 5281 794 | 451 | 783 | 2914 773
Y 286 | 264 | 289|200 129 194 | 121 | 21.0 | 825 219
U 11 1.0 9| 06 8 1.2 41 07 321 08
Lifestyle factors No lifestyle factors 739 | 68.1 993 | 68.7 | 419 | 63.0| 376 | 653 | 2527 | 67.0
Prison 67| 62 711 49| 39| 59| 30| 52| 207 55
Prison /Other 4 04 2 0.1 3 0.5 4 0.7 13 03
Prison /Sexual Promiscuity 5 0.5 2 0.1 4 0.6 2 0.3 13 03
Prison /Sexual Promiscuity/Other 1 0.1 1 0.0
Prison /Tattoos 471 43 35 38| 25 38| 26! 45 153 4.1
Prison /Tattoos/Other 2 0.2 2 0.1 2 0.3 6 0.2
Prison /Tattoos/Sexual Promiscuity 41 04 8 0.6 2 0.3 3 0.5 17 0.5
Prison /Tattoos/Sexual
Promiscuity/Other 1 0.1 1 02 2 0.1
Sexual Promiscuity 6| 0.6 10 0.7 3 0.5 6 1.0 25 0.7
Sexual Promiscuity /Other 1 02 1 0.0
Tattoos 130 | 120 207 | 143 | 101 | 152} 63| 109 501|133
Tattoos /Other 12| 11| 1] o8] 5] 08| 8| 14| 36| 10
Tattoos /Sexual Promiscuity 3 0.3 9 0.6 5 0.8 6 1.0 23 0.6
Tattoos /Sexual Promiscuity/Other 1 0.1 1 0.2 2 0.1
Other 14 1.3 13 09 8 1.2 14 24 49 1.3
Unknown 49 4.5 62 43 49 7.4 35 6.1 195 5.2
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Match/offer type
Zone
Match was | Match was | Only Local A/B/C
not run run* offers offers All
N % N % N % N % N %

Left Lung Bronchoscopic Bronchoscopy not done 15 14 34, 24 7 1.1 5| 09 61 1.6
Abnormalities and Purulent Drainage*

Bronchoscopy normal 26| 24 521 36 42 63| 57| 99 1771 47

Bronchoscopy abnormal, no purulent

drainage 1 0.1 7 0.3 4| 06 6 1.0 18 0.5

Bronchoscopy abnormal, purulent

drainage 17 01 91 06 7 1.1 31 05 20| 05

Bronchoscopy use not reported 1042 | 96.0 | 1343 | 92.9 | 605 | 91.0| 505 | 87.7 | 3495 | 92.7
Left Lung Chest X-Ray Abnormalities* | No abnormalities 231 21 571 39| 39 59 30 8.7 169 4.3

Yes, non-infiltrate 61 0.6 9 0.6 3 0.5 8 14 26 0.7

Yes, upper-infiltrate 1 0.1 2 0.1 2 03 2 03 7 02

Yes, mid-infiltrate 1 01 4| 03| 3| 05| 5| 09| 13| 03

Yes, lower-infiltrate 51 05 16 1.1 9 1.4 3 0.5 33 0.9

Yes, lower, mid-infiltrate 4 0.3 I 0.2 1 0.2 6 02

Yes, lower, mid, upper-infiltrate 7, 06 10 07 3 0.5 2 03 22 0.6

X-Ray use/outcome not reported 1042 | 96.0 | 1343 | 929 | 605 | 91.0 | 505 | 87.7 | 3495 | 92.7
Right Lung Bronchoscopic Bronchoscopy not done 18 1.7 31 2.1 10 1.5 9 1.6 68 1.8
Abnormalities and Purulent Drainage*

Bronchoscopy normal 260 24 54 3.7, 42 63| 46 8.0 168 4.5

Bronchoscopy abnormal, no purulent

drainage 3 0.3 6 0.4 5 0.8 10 1.7 24 0.6

Bronchoscopy abnormal, purulent

drainage 2 02 127 08| 10 1.5 7 1.2 31 0.8

Bronchoscopy use not reported 1036 | 95.5| 1342} 929 | 598 | 89.9 | 504 | 87.5| 3480 | 923
Left Lung Chest X-Ray Abnormalities* { No abnormalities 24| 22 60| 42| 42| 63| 47 82 173 4.6

Yes, non-infiltrate 4 04 10 0.7 4 0.6 8 14 26 0.7

Yes, upper-infiltrate 31 03 4| 03 31 05 10| 03

- Yes, mid-infiltrate 3] 03 51 03 2| 03 41 07 14 0.4

Yes, lower-infiltrate 6] 06 13 0.9 12 1.8 8 14 39 1.0

Yes, lower, mid-infiltrate 1 0.1 3 0.2 1 0.2 2 03 71 02

Yes, lower, mid, upper-infiltrate 8 0.7 8 0.6 3 0.5 3 0.5 22 0.6

X-Ray use/outcome not reported 1036 | 95.5| 1342 | 929 | 598 | 89.9 | 504 | 87.5| 3480 | 923
History of Prior MI** N 473 | 436| 880 | 609 | 426| 64.1 | 401 | 69.6 | 2180 | 57.8

Y 19 1.8 26 1.8 13 20| 11 1.9 69 1.8

u 593 | 54.7 539 | 37.3| 226 | 34.0| 164 | 28.5| 1522 | 404
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Match/offer type
. | Zone
Match was | Match was | Only Local A/B/C
not run run* offers offers All
N % N % N % N % N %
Coronary angiogram** Abnormal 14 1.3 29| 20 12 1.8 121 21 67 1.8
Normal 62| 571 113¢ 78| 60 I 90! 601 104 295 7.8
Not done 383 353 714 | 494 ! 339 ' 51.01¢ 321! 557 1757 466
Use/outcome not reported 626 ] 57.7 589 | 40.8 | 254 3820 183 31.81 1652 | 438
Right Heart Catheterization** N 447 | 4121 8021 5551 3961 5951 366 63.51 2011 53.3
Y 48 4.4 105 7.3 43 6.5 47 8.2 243 6.4
u 590 ; 544 538 | 372 226| 34.0] 163 | 283 1517 | 40.2
Myocardial Biopsy** N 436 | 402 806 | 558 | 378 | 56.8! 366 | 63.5| 1986 | 52.7
Y 30 02 1, 02 1] 02 51 01
U 649 | 59.81 636 | 440 | 286 43‘.0 209 | 363 | 1780 | 47.2

* Data submission is not required when neither lung was recovered.

*#* Currently., data submission for these items is not mandatory when the heart was not recovered. These fields will be required

for all deceased donors in May 2004.
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Table 7. Continuous donor characteristics
. Match was not run (N = 1085) Match was run (N = 1445) Only local offers (N = 665)
N v | e | e | NN | e [ date | sone | N[ Mo | coror | st | et
Donor age ' 1085 383 04 200 53.0 | 1445 36.0 0.3 20.0 51.0 665 36.6 0.5 20.0 52.0
BMI (kg/m?) 1085 27.1 02! 207 353 1445 28.6 1.5 20.3 339 665 25.8 0.2 20.5 328
Terminal Serum Creatinine 1077 | 1.5 0.0 0.6 25| 1441 1.3 0.0 0.6 1.9 660 13 0.0 0.6 i.8
Terminal BUN 1079 ! 18.3 0.5 6.0 33.0 | 1442 14.5 0.3 5.0 250 660 | 14 8 0.5 6.0 260
“Terminal Total Bilirubin 1033 1.2 0.1 0.3 2.0 | 1400 1.1 0.0 0.3 2.0 636 ; 1.0 0.0 I 0.3 1.8
Terminal SGOT/AST 1037 111.9 7.81 200 221.0| 1404 | 131.7 153 200 173.0 656 i 109.9 16.9 2001 1520 !
Terminal SGPT/ALT 1036 «‘ 97.5 7.3 1501 178.0 | 1403 .’99.8 9.7 150 1350] 657 89.8 10.7 15.0 | 1450 |
PO; on 100% O,” 46 ‘ 208.6 | 200 66.0| 4360 11| 2650 132 950 456.0 70| 2817 154 955 4495 |
LV Ejection Fraction* 400 1 59.0 06| 450 70.0 820 38.6 0.4 45.0 70.0 402 58.3 0.6 45.0 70.0
CvVp* 4] r 10.4 0.8 4.0 16.0 101 9.2 04 5.0 14.0 35 8.7 0.6 4.0 14.0
PA Diastolic* 37 : 18.0 1.4 8.0 34.0 81 20.4 1.0 11.0 35.0 29 14.4 0.9 8.0 20.0
PA Systolic* 36 ; 362 46| 200 44.0 80 45.6 39 21.0| 110.0 30 28.8 32 20.0 37.0
PCW* 28 ’ 13.5 C L1 7.0 21.0 76 11.6 0.5 7.0 18.0 27 10.5 0.9 5.0 17.0
Cardiac Output* 27 ‘ 7.5 0.5 4.0 1.1 80 7.0 0.3 4.8 10.9 251 7.2 0.6 31 11.6
. ’ Zone A/B/C Offers (N =576)
#with Data | Mean | Std Error | 10" %ile \ 90" %ile
Donor age 576 36.6 0.5 20.0 52.0
BMI (kg/m?) 376 26.0 0.2 20.0 334
Terminal Serum Creatinine 576 1.2 0.0 0.6 1.8
Terminal BUN 575 13.6 0.4 5.0 23.0
Terminal Total Bilirubin 570 1.0 0.1 0.3 2.0
Terminal SGOT/AST 572 109.2 13.6 18.0 156.0
. Terminal SGPT/ALT 571 94.4 12.8 15.0 132.0
PO, on 100% O, 79 356.1 14.5 150.0 538.0
LV Ejection Fraction* 364 59.5 0.6 46.0 70.0
CVP* 41 9.1 0.6 4.0 13.0
PA Diastolic* 31 15.6 1.2 9.0 220
PA Systolic* 30 279 1.4 18.0 40.5
PCW* 29 122 0.9 6.0 19.0
Cardiac OQutput* 27 7.2 04 4.7 9.8

* Currently. data submission for these items is not mandatory when the heart was not recovered. These fields will be required for all deceased

donors in May 2004.
. ** Data submission not required when neither lung was recovered.
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OPTN/SRTR Data Working Group
Additional Transplant Endpoints
Summary Proposal

Background
To date, in order to evaluate the benefits of transplantation, the transplant community has been

focused on patient and graft survival rates as the transplant outcomes of most interest. However,
there are many other outcomes, commonly referred to as “additional transplant endpoints” that
may be useful, either for the purpose of developing allocation algorithms or for assessing
transplant system/program performance, or for both. For example, there may be some instances,
such as in kidney and lung transplantation, where improving patient quality of life and functional
status, rather than or in addition to prolonging life or patient survival, may play a role in the
ultimate decision to receive an organ. Those who are involved in allocation policy development
may wish to incorporate knowledge of relative degree of benefit in areas other than simply length
of life into their decision making process. Such decisions should probably not be made entirely
based upon data regarding death and graft survival, but also upon other outcomes data.
Therefore, the ultimate goal for exploring additional transplant outcome measures, is to
enable the OPTN committees to consider them during the course of policy development,
analyses and perhaps identifying patients who can most benefit from transplantation.

The OPTN/SRTR Data Working Group (DWG) would like to present this summary
proposal to the Data Advisory Committee as well as other OPTN committees involved in
allocation policy for their discussion and feedback.

Categories of Outcomes
In their meeting on April 3, 2003, members of the DWG identified major categories of additional

endpoints, shown in the diagram below, that may be useful in evaluating the role of
transplantation in decreasing patient morbidity and burden of disease, thereby improving patient
quality of life and functional status.

Major categories of outcomes or Additional Transplant Endpoints

A B C D E

Mortality Morbidity Disability Psychological Distress | Resource Use

*Heart Attacks *Pain and Suffering *Anxiety *Inpatient and ICU
. Hospitalizations
* Gl bleeds *Functional Status *Depression * Ambulatory
Care
*QOther Events
_ Requiring

Hospitalization

These categories of outcomes are highly correlated, and information about one will yield

information about the others.

Methodology to Obtain Data on Additional Transplant Endpoint

Morbid events and use of resources: These can be measured fairly objectively by analyses of

patient hospitalization data before and after transplantation. The Data Working Group recognizes,
that although the current OPTN data on post transplant hospitalizations are valuable and of good
quality, these data alone are not collected in sufficient detail to allow optimal analyses. In
addition, the collection of hospitalization data in the OPTN/UNOS database is limited currently to
the post-transplant period; information regarding hospitalizations while patients are on the
waiting list is not available. Also, transplant programs following patients may not be aware or
may not provide information regarding hospitalizations at other hospitals. Therefore, additional

EXHIBIT L L-1



and independent sources of data with more comprehensive patient hospitalization information are
essential for conducting valid studies of resource utilization.

The DWG has identified two possible additional sources of data for obtaining more .
comprehensive inpatient hospitalization data: . -

a) CMS data: Available only for kidney and kidney pancreas patients with Medicare as their
primary insurance carrier. A proposal has been submitted by the DWG to HRSA to obtain patient
identified hospitalization data for a cohort of Medicare beneficiaries on the national waiting list
for a renal transplant.

b) Hospitalization data from state registries: These registries are maintained by non-profit
agencies affiliated with the Department of Health in each state and have inpatient and sometimes
outpatient level discharges, hospital and nursing facility cost and utilization, and facility
demographic and administrative databases and reports, available for public use. Formal data
requests and proposals have been submitted by UNOS and negotiations are currently underway
with the states of Virginia and Pennsylvania, which have expressed some interest in providing
patient identified hospitalization data for a cohort of transplant candidates and recipients in their

states.

Disability and Functional Status: Health Related quality of life and functional status represent a
dimension of outcomes which aim to measure an individual or a group of patients’ own
perceptions of health and ability to function on a daily basis. Data collected on these measures
may be used in conjunction with measures of resource use and morbid events to evaluate the
overall impact of transplantation on reducing burden of illness.

A Functional Status subcommittee of the DWG was formed to assess the quality of the data and
validity of the current mechanisms by which data on functional and employment status are
gathered and reported by the transplant centers to the OPTN. Based on reports provided by
UNOS and SRTR staff the sub-committee and later on, the full committee concluded that the
OPTN data on functional and employment status are valuable and should continue to be
collected. However, the subcommittee also agreed that in order to have an accurate assessment of
the role of transplantation on patients physical well being, daily activities and overall quality of
life, it is important to collect data directly from patients rather than providers, using a randomly
selected cohort of patients as a sample.

In their meeting on September 9, 2003, members of the Data working Group unanimously
approved the Functional Status subcommittee’s proposal to implement 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.

The main objectives of the pilot study were identified as follows:

1) To obtain epidemiological data on functional status which may be poorly represented at this
time, in order to fill in the gap with respect to resource use and hospitalization.

2) To study the co-linearity among the outcome measures and whether they are largely
independent of each other.

3) To be able to ultimately predict the expected outcome of a particular patient, in relation to
different treatment interventions. '

The general consensus was that it would be best if the pilot study were conducted by the OPTN,
perhaps under the auspices of the Data Working Group,_ rather than by outside agencies such as
NIH. Three main options were discussed for the administration of the study 1) NIH type, clinical
trial experimental study model, where the OPTN would ask a sample of transplant centers to
oversee the completion of a quality of life survey questionnaire by their patients and also
administer a functional status scale such as the Karnofsky scale, on each patients at various times
during a patient’s evaluation, treatment and follow-up. 2) Direct patient contact model, where

L-2



the OPTN would obtain address and or phone numbers of a randomly selected sample of patients
from their transplant centers, and either mail the patients a questionnaire or ask them to complete
the survey by calling them on the phone. 3) Field staff model, where trained data collectors from
primary sampling units located at various geographic areas throughout the country would actually
visit the patients in their homes and administer a questionnaire and a Karnofsky scale at the time
of their meeting. There are a number of survey research firms that employ these types of field
staff with specific training in administering survey instruments.

The subcommittee agreed that model number two might be the best implementation approach,
although option three was not entirely excluded. Each option may require individual patient
consent and institution specific IRB approval from the centers. HRSA representatives to the
DWG, agreed to investigate whether it would be possible to obtain a general IRB exemption from
the Office of Human Research and Protection, which would cover the data elements collected
through the pilot study by the OPTN.

Three sub-groups were formed: a) a survey instrument subgroup responsible to identify a
questionnaire to be used in the pilot study, b) a statistical sub-group to develop a comprehensive
analytical/statistical plan for the study, including the sample size, method of random sample
selection and other analytical issues related to the survey and c) a scientific sub-group responsible
for the scientific oversight of the study.

The study cohorts would include a sample of transplanted patients and patients on the waiting list
who have not yet been transplanted, from each organ type. Transplanted patients would be
surveyed at four time intervals: 1) baseline (immediately before transplant), 2) one month 3) six
months and 4) one year. Patients not yet transplanted would be surveyed at 1) baseline (at time of
wait list registration), 2) lesser of six months or median time to removal from the wait list and 3)

twice the amount of time at time point 2.

Duration of the Study
The study will aim to be completed within three years.
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UNOS

Wait Time Modification Form
(UNOS Policy 3.2.1.8)

Date _§-gb- 103 OrgnWaitlit _ Alewer

Patient Name __ TR,

Patient Social Security Number or HIC Number (please specify which mmber is being provided)

Name of Transplant Center and UNOS Center Code _ o NI e,
' Sl

Current Listing Date F-)F- 2003

Listing Date Requested L/}:’j}-oo 3
Explanations for Request (please continue on additional pages as necessary and attach any support-

ing documentation) 2 Arew b eSS  yes Led do b )igted &
-_J—{\.M.a‘:,/‘wl-‘ b-&"—t..f. E)\-#‘lvh— uhil«:!ﬁ-&_'_u_—w

Raen ke ke L[ N )2100 3

If the request is due io an error, miscommunication, or similar cause, has any corrective action

been taken to prevent firture occurrences? Plefiex:plain (e~ 'h.aou_y-‘,.in.:‘-m
ﬁ_& G\,L‘A—L—"\—O‘V" M [ LL,;__Q&.- -pf St tS

Tnseyed Condad ots %‘v’ .

Appropriate documentation is required. Please Attach Any Additional Supporting Documentation.
Such documentation (in addition to responses provided above) may include, for example.
Additionally, I: (must check one)

O Patient Selection Minutes

QO Organ Justification Form, if Applicable

O Patient Listing Confirmation Letter

& Other (Please Specity) NN H~s¢ The Cut (ool v STATUE LIS

Attach List of Local Transplant Centers, with Transplant Programs for the Applicable Organ,
and Signatures of Each Center’s UNOS Representative, Indicating Approval,

Transplant Center Contact Person

Phone

Physician/Surgeon Signature

Physician /Surgeon Name (please print or type)

Fax to: (804) 6974372 Contact: Jim Creger (804) 782-4744

Or mail to: UNOS Organ Center, 700 Nr =+ 4% Seaet PO Box 2484, Richmond, Virginia, 23218
EXHIBIT M

rev, January 2003

M-1



024827 Heart Call Book
o Listed 625003 MR# B ssN Iy  Heort

Name:

édlt:m e 9" W Physician:
Age 58 Weight: 6/25/03 218 Lbs. ABO: O+ .
Home Phone — ' .
Cell Phone | ) _Helgl'lt:6/25/03 75 lnohas_
CMV IGG: 4/7/2003 22 Range
CMVIGM: 4/7/03 NEGATN : Travel Time 2  Hr(s)
Allergies NKA PRA: 4/7/03 4
Coumadii Amlodarone Primacoi Doubtrex Flolan
Start Stop Start Stop Start Stop Start Stop  Start Stop
: 6/25/03  6/25/04 6/25/03 1M1/00
Previous Surgeries '
1996- Mitral Valve Replacement- St Jude Medical.
January 2003 - AICD Placement- Medtronic
Cardiac Cath: EF:
Native L Main: Patent LAD: 61-80% RCA: Patent LCX: Patent
Grafts L Main: LAD: RCA: LCX:
MV: None TR: Severe Al None
Comment
Echo:
9/24/02 EF 20%
LV Severs left ventricular enlargement, moderate fo s Valve The aortic and tricuspid vaives appear to be struct
Max VO2 3/6/03 15.0
TLC 6.75
Status 1B 6/25/03 ‘
Diagnosis Ischaemic cardiomyopathy
Valvular cardiornyopathy
PA Pressures
PA Sys PA Dia PA Mean Cco PVR PCWP Condition

6/11/03 46 6/11/03 20 8/11/03 31 6/11/03 & 12/12/01.00 6/11/03 18 6/11/03
12/12/02 53 12/12/0:26  12/12/0: 38 12/12/0 6 6/11/032.82 12/112/02 30 12/12/0

-ung Needed:
.ung Scan

somments 06/25/03 AICD-MEDTRONIC




= g é Page: 11 Group Cd: UNOS Data Cd: el
LOGOUT 98 - James Creger  Transpiant Center

Adjust Waiting Time for Heart Candidate )
successfully adjusted waiting time .
.

pProvider Information o

Transplant Center: R, "N, -
© 24 Hour Contact Phone Number:

Requested By: [ ~]

Demographic Information for Candidate SSN: "

Name: SRR List Date: 08/18/2003 13:38:26
- pos: (R Gender: M ’
Previous UNOS Waiting Time By Status (Days Hrs:Min:Sec)
_ Status Accumulated Time Adjustment Adjusted Accumulated
: Time

1A - Status 1A 0 days 0:0:0 0 days 0:0:0 0 days 0:0:0

1B - Status 1B "0 days 0:0:0 54 days 0:0:0 54 days 0:0:0

2 - Status 2 0 days 0:0:0 0 days 0:0:0 0 days 0:0:0

7 - Temporarily inactive 0 days 0:0:0 0 days 0:0:0 0 days 0:0:0

Inactive Heart Program Penalty Time History foulN.
Reactivate Date Inactive Penalty Days

Inactive Date Penalty Date
No Inactive Penalty Time
Found

Heart Waiting Time Information

. Status to Adjust:
. Amount of Time to Adjust:
Is this a Backdate? € ves C No

If not backdating, then select one =
of the candidate’s previous statuses:

_ Minutes

~ Hours

... bays

Pubiic Burden/Privacy Act Statements

Copyright © 2003, United Network for Organ Sharing all rights reserved

; M-3
https://www.unet.unos.org/ waitlist/ﬁm_candidate_backdate_aetall.asp?wlﬂm. 10/31/2003
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UNOS
Wait Time Modification Form
(UNOS Policy 32.1.8)
Dae ¥ IF- 003 - - Organ Wait List ___Leon &

it e _ R S

PlMSonnlSecmtyNumbu'ormCNmbar(phn Mwlndxmnﬂukboingprwﬂﬂ)
e l'- 1V - (003

Nmmimmmmos Center Code _ SR RIS, -

Listing Date Boquested __ &~26- 3003
Womfwhqlﬂf(phumnmmad&mmlmummambwym
mgdncmmm) 2 " '

[fthemqwtx:dneto an exror, miscommunication, oxszmﬂarcm.has mymchvem

been taken to prevent fitore occurrenpes? Plasse
e ¢ bt M q—&..l..J- £

Appropriate docnmentation is required Please Attach Amy Additional Supporting Documentation,
Such docurmentation (1 addition to respanses provided sbove) may incinde, for example.
Additionally, I: (mseat check one) :

O’ Parient Selection Minutzs

O: Organ Justificarion Faom, If Applicable

O: Patient Listing Confirmation Letzer

B: Other (Please Specify) Quus. Ao & o STATUS CIST
mmdmrmmwnmrwmrwmmwm
mspsumdmcmrsmmmmhmw
Tm:ph:ﬁCamConum

WMNM@MWWW) . _
Fax to: (SM) 697-4372 Contact; Jim Creges (804) 782-4744
Or mnail to: UNOS Organ Center, 700 Nacth 4® Strest, PO Bax 2484, Rickmond, Virginia, 23218 .
e Spuamy 2008

N-1
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Other Local Transplant Center:

University of (SN Hospital Transplant Center 8pproves
Centu"sraqwettomodifyﬂnwaiﬁnsﬁmﬁ and
outlined in the UNOS Wait Time Modification Foans

Transplant

a5

. Date:
M o
Director, Trauspiant Services

g N-Z
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WAITING TIME MODIFICATION FORM
(OPTN/UNOS Policy 3.2.1.8)

. Date: -7 -e3 Organ Wait List: %ca,«,?-

Patient Name: g _ , ,

Patient Social Secn‘rz Number or HIC Number Erlease specify which number is being provided):
Name of Transplant Center and UNOS Center Code: ____'

1/ /23
9 //5/43
Explanstions for Reguest (please continne on additional pages as necessary and attach any supporting
documentation): Zﬁ cse) I d  gado Lyl pOs AA-&Z«;;,— a I-r&-o02
Grot 2 d;a&v‘/ CrTirets 4 B Wﬂ/ﬂd?c-wﬂ.é W?i/—uztob

zf.&é duries L Mm—w Y0508, praske 4o Ao ener

i ek At HLE 2o tpan oA Kot Pk o foo) Ptrthe Bl

If the request is due to an error, miscommunication, or similar cause, has any corrective action been ukw
prevent future occurrences? Please explain: _ Hto re/as G5 oo O Py, Dotk
. r A

Lht pprgen) /,y@wwd Ao da -+ W rz- Ax ke
W#ﬁ(gya, St oo sdeenca oy fale (/’Ml,g;p/ /‘%;__M-}é

If the request is to modify isolated kiduney or combined kidney/pancreas waiting time, please indicate below that
the candidate met criteria for waiting time accrual as of the listing date requested (please check applicable
criterin), Your response to this question must be substantiated with supporting documentation.

Current Listing Date:

Listing Date Requested:

o Patient on dialysis, or

o Measnred (actual nrinary collection) creatinine clearance level or calculated GFR </=20 ml/min.

Appropriate documentation is required Plesse Attach Any Additional Supporting Documentation. Such

documentation (in addition to responses provided above) may include, for example:

O Patient Selection Minutes
Q Organ Justification Form, if Applicable
O Patient Listing Confirmation Letter

0 Other (Please specify)

Attach List of Local Transplant Centers, with Transpiant Programs for the Applicable Organ,
Each Center’s UNOS Representative, Indicating Approval.

Revised form 6/27/03 Page 107
EXHIBIT O

and Signatures of

. O-1 - . eraAF SeRc—-BT-N0ON



Transplant Center Contact Person:

Physician/Surgeon Signature:

Physician/Surgeon Name:

(Please Print or Type)

Please Fax to: 804-697-4372
Or Mail to: UNOS Organ Center, 700 North 4 Street, Richmond, VA 23219

Revised form 6/27/03 Poge 2 of 2
0-2

R S -
pa— 62:092 SOBE-AT-N0M



. chl“;r 3

/ | . Y

Other Local Transplant Center:

University o

Hoepital Transplaat Center approves@lR

University of QIR

Hospital Transplant Center’s request 1o modify the waiting time of

outlined in the UNOS Wait Time Modification
Forms attached.

R - . , .
&Dhmtor,l‘mnsplamw-ﬁces /?J{t:: |

0-3
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WAITING TIME MODIFICATION FORM
(OPTN/UNOS Policy 3.2.1.8)

Date: ‘, (Ll ' Y , 03 Organ Wait List: ;”’M

Patient Name: _-.-
Patient Sociaé Securjty Number or HIC Number iilease specify which number is being provided):
Name of Transplant Center and UNOS Center Code: M
iol1ol200

duve Ao
lol zlpoe > o x4n’2/3/03.

Current Listing Date:

Listing Date Requested:

Explanzﬂons for Request (please continue on additional pages as necessg-v and attach any su
) pporting
Weold agy 319—- [-D

documentation): his waos - 1o be _hee I
T did dez\C«j]: dne. e on lolalo3l %w{\an:} T wad
/\GCQALvag hen heo PA Prosswres S8l2s wedyl -4

o 5 Punecse Jenteie, o ECAp2y P A Dat BQ.Iv/o(Io/‘/OB)

If the request is due to an error, miscommunication, or similar cause, has any corrective action been taken to

prevent future occurrences? Please explain:

If the request is to modify isolated kidney or combired Kidney/pancreas waiting time, please indicate below that
the candidate met criteria for waiting time accrual as of the listing date requested (please check applicable
criteria). Your response to this question must be substantiated with supporting documentation.

o Patient on dialysis, or
o0 Measured (actual urinary collection) creatinine clearance level or calculated GFR </= 20 ml/min.

Appropriate documentation is required. Please Attach Any Additional Supporting Documentation. Such
documentation (in addition to responses provided above) may include, for example:

O Patient Selection Minutes
O Organ Justification Form, if Applicable

@ Patient Listing Confirmation Letter
Q Other (Please specify)

Attach List of Local Transplant Centers, with Transplant Programs for the Applicable Orgap, and Signatures of

Each Center’s UNOS Representative, Indicati~~ Anproval.

' Revised form &/27/03 Page EXHIBT p

P-1
4,03 TUE 15:19 [TX/Rx WEEEER] (4002



Transplant Center Contact Person:

Physician/Surgeon Signature:

Physician/Surgeon Name:

(Please Print or Type) .

Please Fax to: 804-697-4372
Or Mail to: UNOS Organ Center, 700 North 4” Street, Richmond, VA 23219

Kevised form 62743 Page 2 of 2

P-2
14,03 TUE 15:19 [TX/RX NO JEB) (@003



October 17, 2003

Center SENEIR coordinatqr*is requesting Status 1A time from 10/3/03 to

10/10/03 for patient EESESEMGEE ssn claiming there was a technically
glitch in UNet™ and the patient’s extension form was lost. Please let me know the

outcome of this request.

Thank you,

Rachel Hailey

~ Heart Compliance Examiner
Policy Compliance Department

Ext. 4661



‘B & Page: 11 Group Cd: UNOS Data Cd: (il
LOGOUT 98 - James Creger Transplant Center

Adjust Waiting Time for Heart Candidate i
Successfully adjusted waiting time .
.

provider Information o

Transplant Center: RS 2
~ 24 Hour Contact Phone Number:

Requested By: ] _,J

Demographic Information for Candidate SSN:-{ IR

© Name: List Date: 09/26/2003 13:14:08 :
: DOB: ) Gender: F

Previous UNOS Waiting Time By Status (Days Hrs:Min:Sec) '

Status Accumulated Time Adjustment Adjusted Accumulated
Time
1A - Status 1A 14 days 11:19:36 7 days 0:0:0 21 days 11:19:36
' 1B - Status 1B 6 days 16:34:18 0 days 0:0:0 6 days 16:34:18
: 2 - Status 2 0 days 0:0:0 0 days 0:0:0 0 days 0:0:0
7 - Temporarily inactive 0 days 0:0:0 0 days 0:0:0 0 days 0:0:0

Inactive Heart Program Penalty Time History for'iili D

" Inactive Date Penalty Date Reactivate Date Inactive Penalty Days

No Inactive Penalty Time
Found

Heart Waiting Time Information

Status to Adjust: [
| Amount of Time to Adjust: ' Days r—— Hours
| Is this a Backdate? € ves C No

If not backdating, then select one v,
of the candidate's previous statuses: e

~ Minutes

ey

Copyright © 2003, United Network for Organ Sharing aii rights reserved Public Burden/Privacy Act Statements

P-4

https://www.unet.unos.org/waitlist/ﬁ'm_candidate_backdate_detail.asp?wl_id=283 537... 10/20/2003



WAITING TIME MODIFICATION FORM
' (OPTN/UNOS Policy 3.2.1.8)

, Organ Wit List;

Date:v mach qul 200(‘/

Patient Name: e s yeT

P

Patient Social Security Number or HIC Number (please specify which number is being provided):
o A 4, V4

N. fT C d ter Code: ‘
atme o ransplant Center and UNOS Center Code: _ .

N Y VI
Current Listing Date: }77 i ﬁaa);( 7/ ﬂ 5/ 85 J /}’MW 7/ ‘?q/ 05 J AZMM ‘27/
Listing Date Requested: 8/ ‘Q&’/ d 5

Explanations for Request tinue on addithd ttach any sepporting
documenmﬁon):/m i e emﬂﬁéﬁ%i J. 7l 4
Hy '/p;mem( _‘L/Tx B/{?b/ﬂs) m&mf e did not /m&’h.. Qﬂ(n%;atz;

Chroite [ aeindss. incetwt ) Wty o pohlot rimsined ingchie. Whn,

W eam, “Thowfe-" e hed =~ bun adim. S W e hov baers
o sm a0 van Lt pa Nt 1N DLI(ILaih:‘c{ Sma - That ‘-wbmﬁ,k

If th i to an error, ommunicatipn, or similar ¢a As any correctjve action taken to

prevente‘fl:::remoc::rrencm;r;leze explain; nvo:l - (N Zamf)@ﬁ%/’lvfs \l}nfé*/)t mzf)nv

ligtd | Wit & Aevitpnd T g Ptace, AAP. Thepolice, untls
N updatd 4o Vot Wy liss U/ma» Dmfémﬁm Ap@gﬁfc .M/f&“
0l e, o Wk 1Y) Qi e Gan, ouk.
If the request is to modify isolated kidney or combined kidney/pancreas waiting time, please ind::ate below that

the candidate met criteria for waiting time accrual as of the listing date requested (please check applicable
criteria), Your response to this question must be substantisted with supporting documentation,

2y

o Patient on dialysis, or

© Measured (actual urinary collection) creatinine clearance level or calculated GFR </= 20 ml/min.

- Appropriate documentation is required. Please Attach Any Additional Supporting Documentation. Such
documentation (in addition to responses provided above) may include, for example: '

Q Patient Selection Minutes
Q Organr Justification Form, if Applicable
U Patient Listing Confirmation Letter

U Other (Please sperify)

Attach List of Local Transplant Centers, with Transplant Programs for the Applicable Organ, and Signatures of
Each Center’s UNOS Representative, Indicating “ - .

Revised form, 6/27/03 Page 1 of

EXHIBIT Q
Q-1

€0 'd



Transplant Center Contact Person: ___

i

Physician/Surgeon Signature:

Physician/Surgeon Name: v e a
(Please Print or Type)

Please Fax to: 804-697-4372
Or Mail to: UNOS Organ Center, 700 North 4“* Street, Richmond, VA 23219

‘. i
oy ==

e Sy acene jm e oloat.

‘m’.vd  form 6/27/03 Page 2 of 2

¥0 'd dvl



an -’

July 15, 2003

Re:

To Whom It May Concern:

The' ____. . i :
_.  has been consulted to review 1’'s condition and need for

possible Lung transplantation. After further investigation, we conclude
that 1 has end stage lung disease that is not amenable to
conventional medical or surgical treatment. As 2 result, it is our
recommendation that } n needs a Jung transplant as the only
option available for long term survival. She would benefit from either a

single or double lung transplant.

Please review the attached medical information expeditiously so we may
add her to the active waiting list as soon as possible. If you have any
questions or need additional information please contact our office at ~

Sincerely,
Encl.
Heart « Long .
Q-3
d 700¢-0€-dvl



July 17, 2003

RE:

Dear

| wanted to give you some follow-up regarding
She has completed her pretransplant evaluation. It was the
declsion of the transplant committee to list ) for a

single lung transplant.

During her evaluation, she was found to have several 2 mm
nodules in her left lung, which are likely nonspecific.

However, she will need to have a follow-up CT scan in i

approximately six months. She was also found to have

significant osteoporosis and we would recommend that she ‘

begin treatment with Actonel 35 mg per week along with
calcium supplement.

While she is on the transplant list it Is imperative that she
participate in a pulmonary rehabilitation program. Your help in
facilitating  her participation ‘in ‘such a program would be
appreciated. Lastly, ~was found to have a
significant elevation In her serum cholesterol. We would alse
recommend that she be treated with a lipid lowering agent.

Again, thank you for referring . to the transplant
program. We will keep you updated regarding her transplant
status. We would appreciate notification of any significant
change in her clinical status,

Heatjt 1 Q.4
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July 17, 2002
Re: o
Page 2

Please let me know if | can provide you with any additional
information.

Sincerely,

TR e e — .

cc:

motd
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August 21, 2003

Re: __ -

Dear

I am pleased to inform you that t : meets our established
criteria and was accepted as a candidate for lung transplantation by our
Cardiothoracic Transplantation Committee, She was placed on the
waiting list on July 23, 2003. -

Our office will follow her periodically in our pre-transplant clinic and will
send you correspondence from each pre-transplant visit. We request
that you keep us updated on her condition, as well, especially in regards
to any hospital admissions she may have. |am enclosing copies of her
evaluation testing for your records.

As her primary care physician, we ask your assistance with the
following:

serology studies showed her to have no prior exposure to
Hepatitis B, In order to keep our patients from acquiring Hepatitis B
from their transplanted organ it is imperative that they receive a saries of
hepatitis B vaccines. We would suggest administering an accelerated
series given at months 0, 1, 2, and at month 12. We also suggest
administering a prophylactic Pneumovax if this has not previously been
done. Please send us confirmation once these immuntzations have
been inftiated. . ‘

If you have additional questions please contact our office at,  __.-
" . Thank you for your kind support of our transplant program,

Sincerely, . -~

Encl.

an

He * Lun
eart | Q-6
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August 21, 2003

Dear'

This letter serves as an official notification that you Were
placed on the UNOS Waiting List on July 23, 2003.
Your serology studies performed during evaluation
indicate no prior exposure to Hepatitis B. Therefore it is
necessary for you to receive the Hepatitis B vaccines.
We also suggest admini stering a prophylactic
Ppeumovax if this has not previously been done. Please -
sepd us confirmation once these immunizations have

been initiated.

Should you have any questions regarding your listing
please contact our offices at

Sincerely,

OL LY BYDAS I5V U
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o
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—

J 3. Service Type ?
% (X Certtiod Mal 1] Express Mef '
Yo D Regisiosd £ Retum Receipt for Morchand
o O ineursd Me 3 C.OD.

; i 4. Restricted Delivery? (Extra Foe) 1 Yes

" 2. Articte Namber ,

P Forin 3813, AU 200111+ 1 ¢ Domesoekm Peoet {10 1 1T prempeey

Q-7

T 20T L v002-OE-MH



August 22, 2003

Re: . T 7C

Dear”

Congratulations! You are on the waiting list for lung transplantation. You
are now required to attend pre-transplant clinic periodically, so that we may
stay up-to-date with your health status. The following is an outline of our
expectations of you in relation to those clinic visits.

It is extremely important that you adhere 10 this schedule. This will be
your ONLY notice, so do not Jose this letter! If circumstances prohibit you
" from coming on your assigned day, you must notify this office as soon as

possible a!

]. Pre-transplant clinic is held on Thursday afternoons. Your assigned
clinic days will be the SECOND Thursday of February, June and

October. Your first clinic will be QOctober 9, 2003.

2. Our new clinic is located on the 1 floor of the new |
Street (across =~k Please go to the
., on the second floor of the I tosignin

Turn right when you leave the elevators.

3, There is a pre-transplant support group meeting at 12 noon,
immediately preceding each clinic, in the = 1 The physical

therapist will also be present to perform six-rninute walks at this time.

4. During each visit, the physical therapist will perform six-minute walks
for everyone. Be sure to complete this necessary test before you leave!

5. After the support group, transplant clinic will be in on the
first floor of the " = " " ‘here you will see the coordinator
and the pulmonologist.

Hear
Q-8
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6. Every clinic visit you will have lab tests and sputum collected for cultures. Both of
these are done at t._. " Jocated on the 3™ floor of the

7. Chest x-rays will be done pedodically. You will be notified. if one is needed.
Radiology is located on the 1% floor of the S

8. 1f you should ever require a right heart catheterization, do not take any aspirin,
Coumadin, Persantine or Ticlid for 72 hours (3 days) prior to the scheduled day of the
procedure. You will receive further instructions regarding this procedure, if it should

be necessary.

9. If you determine that you would like to stay at 2. please notify me
as soon as possible. This facility is only available for transplant patients who live more
than 50 miles away from 4s always, their space is limited and it’s helpful to

get the request for your reservation in early.
10. It is imperative that you remember to obtain any and all referrals and or pre-

certifications that your insurance carrier may require before your clinic visits. If
there is something that we need to do to complete that process, please let us know.

Put this schedule in a safe place and refer to it for any question you may have. regarding
your clinic visits. You will be expected to follow everything that is outlined above,
without further reminders from this office.

If you do have any questions, please call me at |

Sincerely,

WY 72:01 AL P002-0E-dvl



TO WHOM IT MAY CORCERN$

RE:

I am the owner of a

Please let this letter serve as my permissicn and direction that
{f and when 2 lung becomes available for transplant for

that my airplape will be available to transport her b

the airport closest to your medical facility, subject Lo availability.

Pleal
tran

ge call one €T any of the following pilote when this
splant becomes available:

N

} ////
The above pilots are my‘emplcyees.
Thank you.
Yours very E;uly,
ben
xet
TAXED TO
Fax No.:

Q-10
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August 26, 2003

Attn:
To Whom It May Concern:
RE: Transportationfort . ___ __

We have been contacted by ....... .. . requesting transportation from
when she is notificd that 2 lung is available for her transplant.

We will be pleased to offer b _ this service on our privately owned planc which is 8 1982
1550. Wc have a Chief Pilor and a Co-Pilot on staff who are available to us by

telephonc at - Monday thru Friday, 8:00 am to 5:00 pm and ccli phone-
on a 24-hour basis. We should be able to transport * “unless any or all of the

following conditions exist:
a. the plane ix out of town on other business;
b, the plane is unable to fly due to mechanical difficultes;
c. the plane is unable to fly duc to adverse weather conditions; and

d. any other unforeseen conditions which would prevent the plane from flying

safely.

Sincerely,

(L -1



p8/27/28083 15:55 FAGE a1

August 27, 2003
RE;
Dear.
. has agreed to fly . _ vithin three (3) hours of her transplant notification.

He can be reached st the following telephone numbers: w
phone

Siwy.

Q-2
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October 09, 2003

RE: .. ...

Dear

| had the opportunity to see B 'n the pretransplant
clinic at  _ . ' " 1. As you recall, she underwent
evaluation for lung transplantation and has been placed on the
waiting list at ter. Since her evaluation,

there has not been a major change in her clinical course. She
continues to work full time, however, is not performing any
form of rehab. She has not required any recent prednisone

therapy.

On exam, her oxygen saturation was 94% on 2 liters of
supplemental oxygen. Lung exam was clear without
wheezing. Cardiovascular exam revealed a regular rate and
rhythm.  Abdomen was soft, positive bowel sounds.
Extremities revealed no edema. ~

She underwent a six-minute walk and was able to ambulate
988 feet with oxygen desaturation down to 90% on 2 liters of
supplemental oxygen. Her six-minute walk distance has
improved from April when she ambulated 840 feet.

From a pulmonary standpoint, | feel --.. is relatively
stable, but clearly in need of transplantation. | reviewed with
her the risks and benefits of transplant. In addition |
emphasized the importance of dally rehab, as well as close
monitoring of nutritional status.

Heart » Lung

Ny oo



October 09, 2003
Re:
Page 2

Of note, during her evaluation, she was found to have a
nonspegcific pulmonary nodule on CT scan. We plan to repeat
a CT scan on her next follow-up visit for comparison.

We will keep you updated, however, if there are any questions,
please do not hesitate to contact me.

Sincerely,

Iv"_\lhul—'wil

ccl

Q~1L\
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March 29, 2004
Re:.
SSN
To Whom It May Concern:
We are asking you to please review her case and modify ° .

time on the active lung transplant waiting list.

was inadvcrtexitly “inactivated” on August 26, 2003. This
date should have been her reactivation date. We have provided
documentation to support this request. S

We would appreciate your immediate attention to this matter so
may be transplanted next time an organ is offered to her.

Sincc:jely, - |

Heart » Lu

7T -0E-dWNW



March 29, 2004

Re;.— —
SSN:

To Whom It May Concerm:

We are asking you to please review her case and modify -
time on the active lung transplant waiting list. '

o . was jnadvertently “inactivated” on August 26, 2003. This
date should have been her reactivation date. We have provided
documentation to support this request.

We +yould appreciate your immediate attention 1o this matter sO
_oimay be transplanted next time an organ is offered to her.

Sincerely, .
lnc s y I'd /A , L -
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August 21, 2003

Dear

This letter serves as an official notification that you were
placed on the UNOS Waiting List on July 23, 2003.
Your serology studies performed during evaluation
indicate no prior exposure to Hepatitis B. Thereﬁom itis
necessary for youto receive the Hepatitis B vaccines.
We also suggest administering 2 prophylactic
Poeumovax if this has not previ ously been done. Please
send us confirmation once these immunizations have

been initiated.

Should you have any questions regarding your listing
please contact our offices at

Sincerely,

N 0. 1T WIS 3oV
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VIA FAX

Augnst 26, 2003

Ao —._ .
To Whom It May Concern:
RE: Transportation for -

We bave been contacted by >n Tequesting transpojtation from: . _ 5
when she is notificd that a lung is ava ilable for her transplant.

we will be pleased to offer this service on our privately owned plane whichisa
~ We have a Chief Pilorand 2 Co-Pilot on staff who are available to us by

telephonc at fonday thru Eriday, 8:00 am to 5:00 pm and cell phone
"on a 24-hour basis, We should be able to transport nless any or all of the

following conditions exist:
a. the plane is out of town on other buginess;
b. the plane is unable to fly due fd mechapijcal difficulties;
c. the plane is unable to fly duc 1© adverse weather conditions; and

d any other unforeseen conditions which would prevent the plane from flying
safely.

Sincerely,



October 09, 2003

RE:

Dear

| had the opportunity to see . a In the pretransplant
clinic at As you recall, she underwent

-

evaluation for fung transplantation and has been placed on the
waiting list at = | “" -, since her evaluation,
there has not been 2 major change in her clinical course. She
continues to work full time, however, is not performing any
form of rehab. She has not required any recent prednisone

therapy.

On exam, her oxygen saturation was 84% on 2 liters of
supplemental oxygen. Lung exam was clear without
wheezing. Cardiovascular exam revealed a regular rate and
rhythm. Abdomen was soft, positive bowel sounds.
Extremities revealed no edema.

She underwent a six-minute walk and was able to ambulate
988 feet with oxygen desaturation down to 90% on 2 liters of
supplemental oxygen. Her six-minute walk distance has
improved from April when she ambulated 840 feet.

From a pulmonary standpoint, | feel . is relatively
stable, but clearly in need of transplantation. i reviewed with
her the risks and benefits of transplant. In addition |
emphasized the importance of daily rehab, as well as close
monitoring of nutritional status.

Heart ¢ |

Y



October 09, 2003
Re: __
Page 2

Of note, during her evaluation, she was found to have a
nonspecific pulmonary nodule on CT scan. We plan to repeat
a CT scan on her next follow-up visit for comparison.

We will keep you updated, however, if there are any questions,
please do not hesitate to contact me.

Sincerely,

A

cC’
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WAITING TIME MODIFICATION FORM
(OPTN/UNOS Policy 3.2.1.8)

. Date: | ! a 3-‘/ [o) ‘—" Organ Wait List: L:Q!‘qf

d

- ~

Patient Name: |

Patient Social Security Number or HIC Number (plcase specify which number is being provided):

wal _
Name of Transplant Center and UNOS Center Code: 3 I AL
r -~ ‘ ~ 7 )
N __nos LSJAL
Current Listing Date; I Oq'

Listing Date Requested: I "2“{' 0 3
e

Explanations for Request (plcasc continue on ndditional pages as necessary and attach any suppurting
ﬁ documentation);

l Zo Faan?

If the request is due to an crror, miscommunication, or similar cause, has any corrective action been taken Lo
prevent future occurrences? Please explain:

S W munt”

If the request is to modify isolated kidney or combined kidney/pancreas waiting time, pleaxe indicate below that
the candidate met criteria for waiting time accrual as of the listing date requested (please check applicable
criteria). Your response to this question must be substantiated with supporting documentation,

o Patient on dialysis, or

© Measured (actual urinary collection) creatinine clearance level or calculated GFR </=20 ml/min.

Appropriate documentation is required. Please Aftach Any Additional Supporting Documentation. Such
documentation (in addition to responses provided above) may include, for example:

O Patient Selection Minutes
I Organ Justification Form, if Applicable
atient Listing Confirmation Letter

" Q Other (Please specify)

. Atrtach List of Local Transplant Centers, with Transplant Programs for the Applicable Organ, and Signatures of
Each Center's UNOS Representative, Indicating /

Revisod form 6/27/03 Page | of 7. EXHIBIT R

&
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Transplant Center Contact Person: ~_  __ . vV
. Physician/Surgeon Signature: — ek
- -
Physician/Surgeon Name: _ _
’ (Please Print or Type)

Please Fax to: 804-697-4372
Or Mail to: UNOS Organ Center, 700 North 4" Street, Richmond, VA 23219

Revised form /2703 ~ Page2af2
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FROM

ﬁi

) -had a transplant evaluation here, hut complcted pre-listing requirements at his
local medical facility. He was to return here for follow up appointment, but had to
reschedule twice due to family cmergency.

He should have been listed on the lung transplant wait list when pre-listing critena was
met. Because he was unable to keep his appoiniments here, and finished testsin © | the
data was not pulled together and he was not placed on the list.

Communication between the coordinator and patient was misunderstood and incomplete.
E-mail had been used and some messages apparcntly not received. Our practice of
communication has been reviewed, and written lettcr, or direct conversation with
docurnentation will be enforced as the standard.

(TUE)APR 20 2004 Y:iv4/Si. Yi4B8/N0. - ..



FROM

-

(TUE) APR 20 ¢ e e eee

ool et Y o

January 22, 2004

Now that you have completed your (ransplant work-up and have been accepted into the Thoracic

-Transplant Program at : you have been placed on the Lung

Trangplant Waiting List as of . As you know, we have teecived approval from your
insurance company for the procedure. It is important that you familiarize yourself with the details of
your specific insurance policy, Qur patient financial represcntative, : available to assist
you if you have questions regarding your coverage at

Tt is very important that we always have a current list of telephonc numbers to easily locate you., If
you arc not available at telephone, you will need to carry a beeper or cell phone with you at all times.
If you don’t already have a beeper.or cell phone, check with some of your local beeper and cell
phone prowders to see if they are willing to provide one at a reduced rate. If vour beeper should go
off, it is important to respond as soon as possible to the number displayed <. ... . . This
number is answered 24 hours a day/7 days a week. After hours please follow instructions provided
on the recording. It is recormmended that you attach this number to your beeper so that you have it

with you at all times.

It is very important for you and your physician to keep us informed of changes in your medical
condition as it may affect your status on the transplant list. Please inform us of any medication
changes, blood transfusions, or any other changes in your state of health. We expect you to ¢all us

once per month o update us as to how you are doing.
When you are notified for your transplant, ydu will be given specific instructions of where to go and
how long you have to get to the hospital. As discussed, you will need to arrive at .

within 2 — 2 ¥; hours after you are notified.

We are pleased to have you on the transplant list. Please call us at:
with any questions.

Sincerely, _

cc: See Attachment

o~



FROM ... (1ULJAFK ZU ¢uu-

1/22/2004

As we discussed on the phone on January 15™ 2004, I am submitting & request for Wait
Time modification to UNOS, to credit wait time for you back to January 24™ 2003. T have
been told it may take awhile for the request to be processed. You are active, accruing
time now and I will let you know when I get any information about the added time,
Have your clinic fax me your weight record, and please call if there are any addltlonal
updates, problems or questions.

I am sending a copy of this letter and attachment to UNOS, as it is part of the required

information they need for the time modification.

. Sincerely,

.
A
L
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time and date.com Search: |

Current location: Home page > Date menu > Duration calculator > Results
. Other locations: Time zone menu | World Clock | Calendar | Countdown

- sold air freshener collection

Time calculation

From: Friday, January 24, 2003 00:00:00
to: Thursday, January 15, 2004 00:00:00

tis 356 days, 0 hours, 0 minutes and 0 seconds between those date

Or 30758400 seconds or 512640 minutes or 8544 hours

Note: The calculation is performed using USA calendar system, and UTC-time, so no local
seconds or daylight saving time is taken into consideration (may be one hour off real differe

Related links

: o Date related services - overview
o Calculate important events to celebrate given your birthday
. o Date-calculator, which day is it in 500 days?

Copyright © Steffen Thorsen 1995-2004, Disclaimer, Feedback: webmaster@timeanddate.com

Home page | Site Map | The World Clock | Calendar | Countdown | Time Menu | Privacy

http://www.timeanddate.com/date/durationed.htmtza1=1>a«mi1—J1&y1=2004&h1=&i... 4/20/2004
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LoGouT

Adjust Waiting Time for Lung Candidate
Successfully adjusted waiting time

Provider Information

Page: 11

Group Cd: UNOS Data Cd:

-t

- Transplant Center:
24 Hour Contact Phone Number: -

Requested By: j

Demographic Information for Candidate SSN:

List Date:

Name:
Gender:

DOB:

Previous UNOS Waiting Time By Status (Days Hrs:Min:Sec)

Status Accumulated Time Adjustment
0 - Active 0 days 0:0:0 356 days 0:0:0
7 - Temporarily Inactive 0 days 0:0:0 0 days 0:0:0

146

Adjusted Accumulated
Time

356 days 0:0:0

0 days 0:0:0

Inactive Lung Program Penalty Time History fo~

Inactive Date Penalty Date Reactivate Date

No Inactive Penalty Time
Found

Lung Waiting Time Information

Inactive Penalty Days

Status to Adjust:
Amount of Time to Adjust:

Is this a Backdate?

If not backdating, then select one
of the candidate's previous statuses:

I
I Days ’ Hours

 Yes € No

I

=l
l Minutes

Copyright © 2003, United Network for Organ Sharing all rights reserved

R-7
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UNOS Organ Center Corrective Action Process

1. All organ placement, organ transportation, match requests and waitlist requests are
audited retrospectively through prescribed processes (see Organ Center Procedures).

2. Errors in process or documentation are corrected by auditing staff and documented by
the Quality Management staff in the Organ Center Quality Management database.

3. Errors related to policy are documented by the Quality Management staff in the
Organ Center Quality Management database and brought to the attention of Organ
Center Managers for review and potential immediat€ corrective action.

4. Monthly, the following processes occur: ,

e Employee-specific quality management reports are generated and distributed
in a confidential manner to each organ placement specialists for their review.
Any questions or issues are to be addressed with the quality management
staff. Quality management staff may recommend suggestions for corrective
action and/or training. It is requested that the organ placement specialist sign
and return the report to quality management staff to demonstrate that the .
employee has reviewed the information.

e Monthly quality management managers meetings are held to review the
volume and types of documented errors and to recommend corrective actions,
such as departmental quizzes, bulletin boards, e-mails, handouts, and training
sessions (departmental, individual).

e Monthly quality management staff meeting are held with and interested group
of volunteer staff to review the volume and types of documented errors and to
recommend processes for implementing corrective actions.

5. In the month(s) following implementation of a corrective action, error rates for the
identified problem will be compared with previous months to determine if the
corrective action was effective. If not, other corrective actions will be developed in
quality management managers and staff meetings and implemented quality

management staff.

6. All corrective actions are documented for future reference.

R-8



FEUM (IVE)APR 20 2004 Y:iv4/§"

’ * FAX ..
J[s0]0¢
Date:_—H-safoLl

TO: XJUQ:\ 0/”‘6/‘1}/[/'

Phone: _F04 - 3B ~ 4 Z et 4
Fax: __ BOY- (¢4 7 - 4B3F D

From- - e

D ™ Teon be veached @ Ue abpos.

nuwmba | pleade (ald £ _‘
[Whamm\ﬁ's % 7

mmm;ww

Total Number of Pages (induding cover sheet):_@_

O immediate Action Requested O For Review U Please Reply [0 Flease Call When Completed

The confidential information accompanying this transmission contains protected health Information under
state and federal law and Is legally privileged. This information is intended only for the use of the individual
or entity named above and may be used only for carrying out treatment, payment or other healthcare
operations. The reciplent or person responsible for delivering this information is prohibited by law frorn
disclosing this information without proper authorization to any other party, unless required to do 0 by law or
+ regulation, If you are not the intended recipient, you are hereby noftified that any review, dissemination,

. distribution, or copying of this message is strictly prohibited. If you have received this communication in
error, please destroy the materials and contact us immediately by calling the department number listed
above. No response indicates that the information was received by the appropriate authorized party.

AT T R e ey R_9
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WAITING TIME MODIFICATION FORM <
' (OPTN/UNOS Policy 3.2.1.8) ‘

Date: 12423 [ 5% ___ Organ Wait List: 1——-“":3 (o la L‘".f.“_>

Patient Name: M

Patient S:&cial Security Number or HIC Number (please specify which number Is being providec):

e s

Name of Transplant Center and UNOS Center Code:

Current Listing Date: __) 2\ 22 o= ( 80 2 —— -+ oo — e
N —

Listing Date Requested: __ 0|20 |o %

Explanations for Request (please continue on additional pages as necessary and attach sny supporting
documentation): MWmm Ieay) 3.4t o\

Plsoloa - g & et on st , : ' .

cm—nmeEw

If the request is due to an error, miscommunication, or similar cause, has any corrective action s2¢5 . .cen to
prevent future occurrences? Please explain: suse. of edfox - wWhellwe.r |

daty did ngt <ntr C-c-r(‘cc:l'e__.v, AS Cﬂw\nu:‘b-(ej e

i

If the request is to modify isolated kidney or combined kidney/pancrens walting time, please indicst: b 10w thet
the candidate met criteria for waiting time accrual as of the listing dste requested (please check appio:ble
criteria). Your response to this question must be substantiated with supporting documentation.

o Patlent on dialysis, or

o Measured (actual urinary callection) creatinine clearance level or calculated GFR </= 20 = 1.

Appropriate documentation is required, Please Attach Any Additional Supporting Documentatnez 3 sl
documentation (in addition to responses provided above) may include, for example:

(J Patient Selection Minutes
Q Organ Justification Form, if Applicable
Patient Listing Confirmation Letter
0 Other (Please specify) —

Attach List of Local Transplant Centers, with Transplint Programs for the Applicable Organ, s14 5% ature: of
Each Center's UNOS Representative, Indicating Approval.

Revised form 6/22/03 Page

EXHIBIT §
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Transplant Center Contact Person:

- ——— T L S T e D —————

Physician/Surgeon Signature:

. Physician/Surgeon Name: _pﬂ@’

{Please Print or Type)

Please Fax to: 804-697-4372
Or Mail to: UNOS Organ Center, 700 North 4" Street, Richmond, VA 23219

.

Pago 2 0f2

. Revised form 6/27/03



October 20, 2003

Ms. U~
A
S

Dear Ms. Fields:

In keeping with the policy of the United Network for Organ Sharing, | am sending
you this letter to confirm that you have been added to the list for bilateral lung
transplant as we discussed. The date of listing is October 20, 2003.

If you have any questions, please give me a call.

i

Sincerely,

y o

Maureen Flattery, ANP
Clinical Coordinator

. fi B D b T At Ynarr ety
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WAITING TIME MODIFICATION FORM

(OPTN/UN 0S8 Policy 3.2.1.8)
Date: ’F&bmw& (l ; 2004 Orgafl Wait List: Z.wa:j
Patiast Name: ___ — s

Paﬁent Social Security Number or HIC Number (please specify which number is being provided):

Namie of Transplakuiter and UNOS Center Code: __.

Current Lis s ’/‘l‘/ 03 ” T l )
Eistig Date Requested: B%_W remsw of &Wq

Explanations for Request (please continue on additional pages as necessary and attach any supporting

- docnmentation):
See Atkuiine g, et

miscommunuication, or similar cause, has any corrective action been taken to

.

If the reguest is due to an €xror,
prevent future occurrences? Please explain:

See Abtmouwd - Loten”

If the request is to modify isolated kidney ox combined kidney/pancreas waiting time, please indicate below that
the candidate met criteria for waiting fime accrual as of the listing date requested (please check applicable
criteria). Your response to this question wmust be substantiated with supporting documentation,

o Yatient on dialysis, or

o Meéasured (actual urinary collection) creatinine clearance level or calculated GFR </= 20 ml/mip.

Appropriate documentation is required. Please Attach Any Additional Supporting Documentation. Such
documentation (in addition to responses provided above) may include, for example:

0O Patient Selection Minutes
O Organ Justification For, if Applicable
O Patient Listing Confirmation Letter
¥ Other (Please specify) _ Trbearvind “damaplamt et doRya ©)o/02% < 6/20/03
Toomapiond team Ogesmdeo Gfi2f03 = cjzefoz
Attach List of Local Transplant Centers, with Transplant Programs for the Applicable Organ, and Signatures of
Each Center’s UNOS Representative, Jndicating Approval.

Revised form 6/27/03 Page 1 0f2
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Transplant Center Contact Person:
hY

. Physicia/Surgeon Signature: :
o, b

Physician/Surgeon Name:

X ISADE A s ass ve .g;e)

Please Fax to: 804-697-4372
Or Mail to: UNOS Organ Center, 700 North 4® Street, Richmond, VA 23219

. Revised form 6/27/03 Pagc20f2 |
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HEART LUNG AND LUNG TRANSPLANT MEETING S g | wsm Lans
- THURSDAY, JUNE 12, 2003 — EORAAIIYO
4.‘ _ ﬂ
- = W

DONOR OFFERS FOR WEEK:

NEW TRANSPLANTS IN-PATIENT: ‘Suemu== oc. 5|10
POST TRANSPLANTS/READMITS: T - Strmaatio ) oL orvos e,
NEW PATIENTS:  po O A" 50YO F; ALPHA-1

"”ﬁ"’b' SEpE—— 12YO M PPH

RETURN PATIENTS: -ﬂYO F; IPF - neﬂo'r”"
LISTED 4/15/03 ACTIVE-NEEDS IT YESTERDAY

SRS G ) 43YO M; EISEN. Prﬁb »
e

LIST UPDATE: N . . __YOF;
ON HOLD FOR VACATION 6/7-6/19

J1SCELLANEOUS/REFERRALS: i mamanite7V0 F; PH/EMBOLIC
L darwdopdsaisg
3ot . 1310 M; PH —» Seliion, o <ot
Tatoma. f[u./us —t
W o~ D oSS 7O M; COPDMYXOMA
‘ 5"’"& ﬂ N :
WM\S S 35 O M; LAM

TRANSPLANT NETWORK REPORT: '
o
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HEART LUNG AND LUNG TRANSPLANT MEETING
THURSDAY JUNE 26, 2003

UPDATE ON STATISTICS AND INTERNATIONAL LISTINGS-

. DONOR OFFERS FOR WEEK: E“ﬁf“"’ ?
&

L NEW TRANSPLANTS IN-PATIENT: SIS REDO BL 6/25/03
. POST TRANSPLANTS/READMITS: JNEEEER

e T

)

—.

5 Nbt veeds »
IV.  NEW PATIENTS: SR 5O F: PPH TR G T
e +&u- M’“’ .

o ¥ a——
bGYOF, EISEN
fﬁ”’ O F; PF — Ut BL
R 50YO F; ALPHA-1 = BL E ot

C Y ; -
12YO M; PPH oL 42000 o

V.  RETURN PATIENTS: /ﬂ\(o F; LAM oxC
A >

. w1 20YO F; CF 5@6*

<A 33YO F; EISENMENGERS ok vte

- . SRS 14O M; ALPHA1/ BRONCHIECT g
s LISTED BL 1/6/03 ACTIVE

- YOF:CF  we "7
LI',S;‘I_'_EI?;:BI;_j;/,_:S/O‘l INACTIVE VAGATION

- %65Y0 M; IPF e
- LISTED EL 6/4/07 INACTIVE-TOO WELL 3
-“ TUTTCF &G
VI.  LIST UPDATE: ,
. _y T pL
V. MISCELLANEOUS/REFERRALS: <N 'NTERNATIONAL REFERRAL
S 530 \; IPF



Date: 6/6/03 '- o | Pg 1/ 3
o1 asplant Team ‘

From: :
ACTIVE HEART/LUNG AND LUNG TRANSPLANT CANDIDATES
Blood Group A
ORG Patient Name Sta AGE DATE DX Ht Wt cMv
‘ ACCEPTED (Ibs.)

BL hold 20 5/9/2003 Cystic Fibrosis 5 1 101 Pos.
Pt away 6/7-6/19/03

Blood Group AB ) a

ORCG Patient Name Sta AGE DATE DX Ht. WL cMVv
ACCEPTED Ibs.

Blood Group B . ,

ORC Patient Name Sta. AGE DATE DX ' Ht Wt. CMV
AGCEPTED (Ibs.)

‘Ublnerans

+ cross match needed #4# previous T *Domine heart donor

Removed from list:
Ramer, K BL 5/30/03

T-S



Date: 6120003

To: Transplant Team

From:
ACTIVE

Blood Group A
ORGAI Patient Name

BL

Blood Group AB
ORGAI Patient Name

Blood Group B
ORGAI Patient Name

+ ¢ross match needed

Removed from list:

Sta

Sta.

HEART/LUNG AND LUNG TRANSPLANT CANDIDATES

AGE

20

AGE

AGE

DATE DX
ACCEPTED

5/6/2003 °  Cystic Fibrosis
DATE DX
ACCEPTED

DATE DX

ACCEPTED

Ht. Wt.
(Ibs.)
g1 101
Ht. Wit.
: Ibs.
Ht. Wt
(ibs.)

##4# previous T *Domina heart donor

T-6
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FAX COVER SHEE!

USE THIS COVER SHEET WHEN FAXING DOCUMENT S CONTAINING PROTECTED HEALTH
INFORMATION. OBTAIN PATIENT AUTHORIZATION WHEN NECESSARY.

RECIPIENT’S INFORMATION
Name: URGENT to Jim Creger Date: February 13,2004
Facility: UNOS Organ Center Time:
Fax Number: 804-697-4372 Telephone Number:
SENDER’S INFORMATION
Name:- Telephone Number:
Facility: T Fax Number: -

Heart-Lung and Lung Transplant Program
Address: Dept of CT Surgery,:

No. of Pages (including cover page):
) 9 .

e

Verification Checklist: Imformation Faxed (de not write protected -

M Fax number pre-programmed (no health information in this section): Jim-Per

further validation required) our discussion yesterday. Here is all the
0 Validate requestor ini_’or;tm;;ign to have our car}didate’s tiAme

. . . reinstated, s from i

O Confirm receipt faxed information endorsed the replacement of the time. Please
reinstate the time as soon as possible. This
woman has a real possibility of being bypassed
for her lung transplant. Please call me when
‘| you have replaced this ime. Thank you for your
i help, RN, MS

** CONFIDENTIALITY NOTICE **

This fax communication and any aftachments may contain confidential information for
the use of the designated recipients named above. If you are not the intended recipient,
you are hereby notified that you have received this communication in error and that any
review, disclosure, dissemination, distribution or copying of it or its contents is
prohibited. If you have received this fax in error, please notify the sender immediately
by calling the phone number above to arrange for destruction of these documents.

Thank you.

4/8/03



February 11, 2004

UNOS Organ Ceater
Fax: 804-697-4372

RE:
HIC#

To Whom It May Concern:

We are writing to request the replacement of wajting time for candidate ) in June, 2003 Ms.
WS requested to 2o on hold for a vacation from June 7, 2003 until June 19, 2003. During that time she
was placed an bold on the UNOS list and on our internal@mumimmist. On June 20, 2003 Ms. g was
contacted by (R, RN, MS 1o confirm her desire to return to the transplant list. On June 20, 2003
Ms. GilRwas returned to active status on the internal transplant list. Both the internal transplant list and
the selection committee agenda for the following weeks meeting reflect the active status for this candidate.
Due to unlmown circumstances, Ms. @ENERgs status was not changed on the UNOS list. This error was
sadly unobserved until February 4, 2004 when she was returned immediately to active status on the UNOS
computer. Our program 1S requesting the retumn of time missed (6/20/03-2/4/04) while this candidate was

incorrectly status 7 on the UNOS computer.

Corrective action has been taken to prevent any future occurrence of this problem. The following practices
have been instituted:

1. A program UNOS “candidate waiting list” will be printed weekly and reconciled with the internal
transplant list by the program administrator.

2. A printed copy of each candidate’s UNOS “Status History” will be printed at the time of listing and
any time a modification is performed. This printed copy will reside in each patient’s chart in 2
central location known to all using the chart. 1t will be consulted by the physicians seeing the
candidate in transplant clinic every 3-4 rnonths. '

Fortunately, it aMwas not bypassed for a transplant during this time frame. Thank you
for your consideration of this issue and it is hoped the time may be replaced in an expeditious manmer.

Sincerelv  a -

- : icunn
— H u.il-D.

Director

Hem-Lung and Lung Transplant Program

T-8
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Felrvary 11, 2004

P u1¢ Trensplent Program
C/O GENSENERYR N, MS

Fax (N :

Re: Approval for refgstatement of UNOS listing time

Dear Lung Transplant Tearn:

Pursuant to UNOS policy we are required to notify you of 2 request 1o reinstate listing thae for a
candidate or our list Attached you will find a “Waiting Titne Modification Form™ and a leter detiling
the ezror in not reactivating our patient. We are required to obtain your approval for this reinstatement.
Please sign the consent below snd return this letter to var program 5o we may subrnit the materials to
UNOS, ‘
Thank you very much,

GEENNANR. ML.D.
Director

te

Asa ' i Lung Transplant Program UNOS representative, I approve of the
reinstatement o Medical Center (NI candida"ﬂ’s UNOS
waiting time for the period of 6/20/03 until 2/4/04.

|
UNOS Representative Name

YOLSY i ™

UNOS Representative Signature znd Date

T-9
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4 & Page: 11 Group cd: UNOS Data cd: WS
LOGOUT 98 - James Creger _Transplant Center
Adjust Waiting Time for Lung Candidate

. Successfully adjusted waiting time

Provider Information

Transplant Center: 'IR™ SN~ Nueungiiibv-
© 24 Hour Contact Phone Number: <IN~

Requested By: | | | 1

Demographic Information for Candidate SSN: Gl

Name: ey List Date: 05/09/2003 13:22:36
DOB: 10/17/1982 Gender: F

Previous UNOS Waiting Time By Status (Days Hrs:Min:Sec)

: Status Accumulated Time Adjustment Adjusted Accumulated
Time

. 0 - Active 28 days 1:21:22 229 days 0:0:0 257 days 1:21:22

7 Temporarily Inactive 243 days 3:12:3 0 days 0:0:0 243 days 3:12:3

Inactive Lung Program Penalty Time History for (N

No Inactive Penalty Time

. - Inactive Date - Penalty Date Reactivate Date Inactive Penalty Days
Found

Lung Waiting Time Information

Status to Adjust: _:]

Amount of Time to Adjust: l ~ Days ] Hours ] Minutes

Is this a Backdate? C ves ©C No

If not backdating, then select one
of the candidate's previous statuses: . 1

Copyright © 2003, United Network for Organ Sharing all rights reserved Public Burden/Privacy Act Statements

T-10

https://www.unet.unos.org/waitlist/fnn_candldate_backdate_detail.asp?w_. 2/13/2004



	THORACIC ORGAN TRANSPLANTATION COMMITTEE SUMMARY
	I. Organ Availability Issues
	II. Patient Access Issues:
	III. Other Issues

	Report of the Thoracic Organ Transplantation Committee
	1. Review and Approval of Amendments to OPTN/UNOS Policies 3.7.6, 3.7.9, 3.7.9.2 and 3.7.11 
	3.7.6
	3.7.7
	3.7.8
	3.7.9
	3.7.10
	3.7.11

	2. OPTN Policy Development and the Final Rule
	3. Report of the Heart Allocation Subcommittee.
	4. Gathering Additional Information for Status 1A Listings
	5. Alternative Distribution System Request from LifeCenter NorthWest (WALC)
	6. Proposed Addition of Allocation Zone for Hawaii
	7. Update of the Heart Recovery and Use Subcommittee and Proposals
	8. Update of the Lung Recovery and Use Subcommittee and Proposals.
	9. Review of Data Working Group Additional Transplant Endpoints.
	10. Region 6 Sharing Agreement Revisited
	11. Review of Thoracic Wait-Time Modification Requests
	12. Responses to OPO Committee Requests
	13. Review of UK Model for Predicting Individual Survival.

	THORACIC ORGAN TRANSPLANTATION COMMITTEE MEETING
	Exhibits
	Exhibit A
	Exhibit B
	Exhibit C
	Exhibit D
	Exhibit E
	Exhibit F
	Exhibit G
	Exhibit H
	Exhibit I
	Exhibit J
	Exhibit K
	Exhibit L
	Exhibit M
	Exhibit N
	Exhibit O
	Exhibit P
	Exhibit Q
	Exhibit R
	Exhibit S
	Exhibit T


