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3.7 ALLOCATION OF THORACIC ORGANS. This policy describes how thoracic organs (hearts,

heart-lung combinations, single and double lungs) arc to be allocated to candidates awaiting a
thoracic organ transplant.

3.7.1

3.7.2

3.7.3

November 17, 2009

Exceptions. Unless otherwise approved according to Policies 3.1.7 (Local and
Alternative Local Unit), 3.1.8 (Sharing Arrangement and Sharing Agreement), 3.1.9
(Alternate Point Assignments (Variances)), and 3.4.6 (Application, Review, Dissolution
and Modification Processes for Alternative Organ Distribution or Allocation Systems), or
specifically allowed by the exceptions described in this Policy 3.7.1, all thoracic organs
must be allocated in accordance with Policy 3.7.

3.7.1.1  Exception for Sensitized Candidates. The transplant surgeon or physician for a
candidate awaiting thoracic organ transplantation may determine that the
candidate is "sensitized" such that the candidate's antibodics would react
adversely to certain donor cell antigens. 1t is permissible not to use the
allocation policies set forth in Policy 3.7 for allocation of a particular thoracic
organ when all thoracic organ transplant centers within an OPO and the OPO
agree to allocate the thoracic organ to a sensitized candidate because results of a
crossmatch between the blood serum of that candidate and cells of the thoracic
organ donor are negative (i.e., the candidate and thoracic organ donor are
compatible). The level of sensitization at which a candidate may quality for this
exception is lefi to the discretion of the listing transplant center, and subject to
agreement among all thoracic organ transplant centers within an OPO and the
OPO. Sensitization is not a qualifying criterion for assigning a candidate o a
heart status category as described in Policies 3.7.3 (Adult Candidate Status) and
3.7.4 (Pediatric Candidate Status).

Geographic Sequence of Thoracic Orpan Allocation.  Thoracic organs are (o be
allocated locally first, then within the following zoncs in the sequence deseribed in Policy
3.7.10 and Policy 3.7.11. Five zones will be delineated by concentric cireles of 500,
1000, and 1,500 and 2,500 nautical mile radii with the donor hospital at the center, Zone
A will extend to all transplant centers which are within 500 miles from the donor hospital
but which are not in the local area of the donor hospital. Zone B will extend to all
transplant centers that are at least 500 miles from the donor hospital but not more than
1.000 miles from the donor hospital. Zone € will extend to all transplant centers that are
at least 1,000 miles from the donor hospital but not more than 1,500 miles from the donor
hospital. Zone D will extend to all transplant centers that are located beyond 1,500 miles
from the donor hospital, but not more than 2,500 miles from the donor hospital, Zone I
will extend to all transplant centers that are located beyond 2,500 miles from the donor
hospital.

Adult Candidate Status.  Each candidate awaiting heart transplantation is assigned a
status code which corresponds to how medically urgent it is that the candidate receive a
transplant.  Medical urgency is assigned to a heart transplant candidate who is greater
than or cqual to 18 years of age at the time of listing as follows:

Status  Definition

1A A candidate listed as Status 1A is admitted to the listing transplant center
hospital (with the exception for 1A(b) candidates) and has at least one of the
following devices or therapies in place:

(a) Mechanical  circulatory  support  for  acute  hemodynamic
decompensation that includes at least one of the following:

() left-and/or right ventricular assist device implanted Candidates
listed under this criterion, may be listed for 30 days at any
point after being implanted as Status 1A once the treating
physician determines  that they are clinically stable.
Admittance to the listing transplant center hospital is not
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required.

(i) total artificial heart;
(ii1) intra-aortic balloon pump; or

(iv) extracorporeal membrane oxygenator (ECMO).

Qualification for Status 1A under criterion 1A(a)(ii), (iii) or (iv) is valid for 14
days and must be recertified by an attending physician every 14 days from the
date of the candidate's initial listing as Status 1A to extend the Status 1A listing,.

b) Mechanical circulatory support with objective medical evidence of
significant device-related complications such as thromboembolism,
device infection, mechanical failure and/or life-threatening ventricular
arrhythmias (Candidate sensitization is nol an appropriate device-
related complication for qualification as Status 1A under this criterion.
The applicability of sensitization to thoracic organ allocation is
specified by Policy 3.7.1.1 (Exception for Sensitized Candidates).
Admittance to the listing center transplant hospital is not required.
Qualification for Status 1A under this criterion is valid for 14 days and
must be recertified by an attending physician every 14 days from the
date of the candidate's initial listing as Status 1A to extend the Status
1A listing,

(¢) Continuous Mcchanical ventilation. Qualification for Status 1A under
this criterion is valid for 14 days and must be recertified by an
attending physician every 14 days from the daté of the candidate's
inilial listing as Status 1A o extend the Status -1 A listing.

(d) Continuous infusion of a single high-dose intravenous inotrope (e.g.,
dobutamine >/= 7.5 mcg/kg/min, or milrinone >/= .50 mcg/kg/min), or
multiple intravenous inotropes, in addition to continuous hemodynamic
monitoring of left ventricular filling pressures; Qualification for Status
1A under this criterion is valid for 7 days and may be renewed for an
additional 7 days for cach oceurrence of a Status 1A listing under this
criterion for the same candidate.

A candidate who does not meet the criteria for Status A may nevertheless be
assigned to such status upon application by his/her transplant physician(s) and
justification to the applicable Regional Review Board that the candidate is
considercd, using acceptable medical criteria, to have an urgency and potential
for benelfit comparable to that of other candidates in this status as defined
above. The justification must include a rationale for incorporating the
exceptional case as part of the status criteria.  The justification must be
reviewed and approved by the Regional Review. Timing of the review of
these cases, whether prospective or retrospective, will be left to the discretion
of cach Regional Review Board. A report of the decision of the Regional
Review Board and the basis for it shall be forwarded to for review by the
Thoracic Organ Transplantation Committee to determine consistency in
application among and within Regions and continued appropriateness of the
candidate status criteria. A candidate’s listing under this exceptional
provision is valid for 14 days.

Any further extension of the Status 1A listing under this criterion requires
prospective review and approval by a majority of the Regional Review Board
Members. If Regional Review Board approval is not given, the candidate’s
transplant physician may list the candidate as Status 1A, subject to automatic
referral to the Thoracic Organ Transplantation Committee.

For all adult candidates listed as Status 1A, a completed Heart Status 1A
Justification Form must be received by on UNet™ in order to list a candidate
3.7-2
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1B

o

as Status 1A, or extend their listing as Status 1A in accordance with the
criteria listed above in Policy 3.7.3. Candidates listed as Status 1A will
automatically revert back to Status 1B unless they arc re-listed on UNet™ by
an attending physician within the time frames described in the definitions of
status 1A(a)-(d) above.

A candidate listed as Status 1B has at lcast one of the following devices or
therapies in place:

(aa) left and/or right ventricular assist device implanted; or

(bb) continuous infusion of intravenous inotropes.

For all adult candidates listed as Status iB, a completed Heart Status 1B
Justification Form must be received on UNet™ in order to list a candidate
within one working day of a candidate’s listing as Status 1B. A candidate who
does not meet the criteria for Status 1B may nevertheless be assigned to such
status upon application by his/her transplant physician(s) and justification to the
applicable Regional Review Board that the candidate is considered, using
accepted medical criteria. to have an urgency and potential for benefit
comparable to that of other candidates in this status as defined above. The

justification must include a rationale {or incorporating the exceptional case as

part of the status criteria. A report of the decision of the Regional Review Board
and the basis for it shall be forwarded for review by the Thoracic Organ
Transplantation and Membership and Professional Standards Committees to
determine consistency in application among, and within Regions and continued
appropriatencess of the cundidate status criteria.

A candidate who doces not meet the criteria for Status 1A or 1B is listed as Status
)

A candidate listed as Status 7 is considered temporarily unsuitable to receive
thoracic organ transplant.

Prior to downgrading any candidates upon expiration of any limited term for any
listing category. the OPTN contractor shall notify a responsible member of the
relevant transplant team.

Pediatric Candidate Status. Fach candidate awailing heart transplantation is assigned a

status code which corresponds (o how medically urgent it is that the candidate receive a
transplant. Medical urgency is assigned to a heart transplant candidate who is less than 18
years ol age at the time of listing as follows:  Pediatric heart transplant candidates who
remain on the Waiting List at the time of their 18" birthday without receiving a
transplant, shall continue to qualify for medical urgencey status based upon the criteria set
forth in Policy 3.7 4.

Status

1A

Definition

A candidate listed as Status 1A meets at least one of the following criteria:

(a) Requires assistance with a ventilator;

(b) Requires assistance with a mechanical assist device (e.g., ECMOY;

(¢) Requires assistance with a balloon pump;

(d) A candidate less than six months old with congenital or acquired heart

disease exhibiting reactive pulmonary hypertension at greater than 50%
of systemic level. Such a candidate may be treated with prostaglandin
E (PGE) to maintain patency of the ductus arteriosus;
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(e) Requires infusion of high dose (e.g., dobutamine >/ = 7.5 mcg/kg/min
or milrinone > / =.50 mcg/kg/min) or multiple inotropes (e.g., addition
of dopamine at >/ = 5 meg/kg/min); or

H A candidate who does not meet the criteria specified in (a), (b), (¢}, (d),
or (e) may be listed as Status 1A if the candidate has a life expectancy
without a heart transplant of less than 14 days, such as due to refractory
arrhythmia. Qualification for Status 1A under this criterion is valid for
14 days and may be recertified by an attending physician for one
additional 14-day period. Any further extension of the Status A listing
under this criterion requires a conference with the applicable Regional
Review Board.

Qualification for Status 1A under criteria (a) through (c¢) is valid for 14 days and
must be recertified by an attending physician every 14 days from the date of the
candidate's initial listing as Status 1A to extend the Status 1A listing.

For all pediatric candidates listed as Status 1A, a completed Heartl Status 1A
Justification Form must be received on UNet™ in order to list a candidate As
Status 1A, or extend their listing as Status 1A in accordance with the criteria
listed above in Policy 3.7.4. Candidates who are listed as Status 1A will
automatically revert back to Status 1B after 14 days unless these candidates are
re-listed on UNet™ as Status 1A by an attending physician within the time
frames described in the definitions of status 1A(a)-(e) above

A candidate listed as Status 1B meects at least one of the following criteria:

(a) Requires infusion of low dose single inotropes (e.g., dobutamine or
dopamine </ =7.5 mcg/kg/min);,

(b) L.ess than six months old and does not meet the criteria for Status LA,
or

(¢) Growth failure ie., + 5™ percentile for weight and/or height, or loss of
1.5 standard deviations of expected growth (height or weight) based on
the National Center for Health Statistics for pediatric growth curves,

Note: This criterion defines growth failure as cither < 5™ percentile for
weight and/or height, or loss of 1.5 standard deviation score of
expected growth (height or weight). The first measure looks at
relative growth as of a single point in time. The sccond
alternative accounts for cases in which a substantial loss in
growth occurs between two points in time.  Assessment of
growth failure using the standard deviation score decrease can be
derived by, first, measuring (or using a measurc of) the
candidate’s growth at two different times, second, calculating
the candidate’s growth velocity between these times, and, third,
using the growth velocity to calculate the standard deviation
score (i.e., (candidate’s growth rate - mean growth rate for age
and sex) divided by standard deviation of growth rate for age
and sex).

For all pediatric candidates listed as Status 1B, a completed Heart Status 1B
Justification Form must be reccived on UNet™ in order to list a candidate as
Status IB. A candidate who does not meet the criteria for Status 1B may
nevertheless be assigned to such status upon application by his/her transplant
physician(s) and justification to the applicable Regional Review Board that the
candidate is considered, using accepted medical criteria, to have an urgency and
potential for benefit comparable to that of other candidates in this status as
3.7-4
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defined above. The justification must include a rationale for incorporating the
exceptional case as part of the status criteria. A report of the decision of the
Regional Review Board and the basis for it shall be forwarded for review by the
‘Thoracic Organ Transplantation and Membership and Professional Standards
Committees to determine consistency in application among and within Regions
and continued appropriateness of the candidate status criteria.

A candidate who does not meet the criteria for Status 1A or 1B is listed as Status
2

A candidate listed as Status 7 is considered temporarily unsuitable o receive a
thoracic organ transplant.

Prior to downgrading any candidates upon expiration of any limited term for any
listing category, the OPTN contractor shall notify a responsible member of the
relevant transplant team.

Allocation of Pediatric Donor Hearts to Pediatric Heart Candidates. Within each

heart status, a heart retrieved from a pediatric organ donor shall be allocated to a pediatric
heart candidate (i.c., less than 18 years old at the time of listing) before the heart is
allocated to an adult candidate. For the purpose of Policy 3.7, a pediatric organ donor is
defined as an individual who is less than 18 years of age.

Lung Allecation, Candidates are assigned priority in lung allocation as follows:

3.7.6.1

Candidates Age 12 and Older. Cundidates 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), (i)
post-transplant survival measure (expected number of days lived during, the first
year post-transplant). and (i) transplant  benclit measure (post-transplant
survival measure minus waitlist urgency measure). Waithist urgency measure
and  post-transplant survival measure (used in the caleulation of transplant
benetit 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
Thoracic Organ Transplantation Committee will review these data in regular
intervals of approximately six months and will propose changes to Tables 1 and
2 as appropriate.
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Table 1
Factors Used to Predict Risk of Death on the Lung Transplant Waitlist

Forced vital capacity (FVC)
Pulmonary artery (PA) systolic pressure (Groups A, C, and D* - see
3.7.6.1.a)
3. O required at rest (Groups A, C, and D* - see 3.7.6.1.a)
4. Age
5. -Body mass index (BMI)
6. Diabetes
7. Functional Status
8. Six-minute walk distance
9. Continuous mechanical ventilation
10. Diagnosis
11. PCO,(see 3.7.6.1.b)
Bilirubin (current bilirubin — all #Groups; change in bilirubin -
12. _Group B; see 3.7.6.1.¢)

BN —

Table 2
Factors that Predict Survival after Lung Transplant

FVC (Groups B and D~ sce 3.7.6.1.a)

PCW pressure 2 20 (Group D - see 3.7.6.1.a)
Continuous mechanical ventilation

Age

Serum Creatinine

6. TFunctional Status

7. Diagnosis

Do WD -

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

Raw allocation scores range from -730 days up lo +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 caleulated to sufficient decimal places to avoid
assigning the same score to multiple candidates.

As an example, assume that a donor lung is available, and both Candidate X and
Candidate Y arc on the Waiting List. Taking into account all diagnostic and
prognostic factors, Candidate X is expected to live 101.1 days during the
following yecar without transplant. Also using available predictive factors,
Candidate X is expected to live 286.3 days during the following year if
transplanted today. On the other hand, Candidate 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 candidates based on the diffcrence between cach
candidate’s transplant benefit measure and the waitlist urgency as measured by
the expected days of life lived during the next year.

37-6




November 17, 2009

Table 3
Example Hlustrating the LAS Calculation

Parts of the Score Equation Candidate X Candidate Y
a. Post-transplant sﬁrvival 286.3 262.9
(days)

b. Waitlist survival (days) 101.1 69.2

¢. Transplant benefit (a-b) 185.2 193.7

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

¢. Lung Allocation Score 74.3 78.0

In the example here, Candidate X’s raw allocation score would be 84.1 und
Candidate 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 o a
continuous scale from 0-100 for casier interpretation by candidates  and
caregivers (sce formula above). A higher score on this scale indicates a higher
priority for a lung offer.  Conversely, a Tower score on this scale indicates a
tower priority lor organ offers. Therefore, in the example above, Candidate X’s
raw allocation score of 84.1 normalizes to a Lung Allocation Score of 74.3.
Candidate Y’s raw score of 124.5 normalizes to a Lung Allocation Score of
78.0. As in the example of raw allocation scores, Candidate Y has a higher
Lung Allocation Score and will therelore receive a higher priority for a lung
offer than Candidate X.

it Lung Discase Diagnosis Groups

The following are some of the diagnoses included in groups A, B, ¢
and D.

(1) Group A
Includes candidates with obstrudtive lung  discase, including
without limitation, chronic obstructive pulmonary discase (COPD),
alpha-1-antitrypsin deficiency, cmphysema,
lymphangioleiomyomatosis. bronchicetasis, and sarcoidosis with
mean pulmonary artery (PA) pressure < 30 mimllg

(i) Group B
Includes candidates with pulmonary vascular disease, including
without limitation, primary pulmonary hypertension  (PPH).
Eiscnmenger’s - syndrome, and  other  uncommon  pulmonary
vascular discases

(iii)y Group C
Includes, without limitation, candidates with cystic fibrosis (CF)
and immunodeficiency disorders such as hypogammaglobulinemia

(iv) Group D
Includes candidates with restrictive lung  discases, including
without limitation, idiopathic pulmonary fibrosis (IPF), pulmonary
fibrosis (other causes). sarcoidosis with mean PA pressure = 30
mmlg, and obliterative bronchiolitis (non-retransplant)
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PCO; in the Lung Allocation Score

UNet™ will use two measures of PCO; in a candidate’s lung allocation
score calculation: current PCO,, and change in PCO,. There are two
types of PCO, change calculations: “threshold change™ and “threshold

change maintenance.” The following explanations (i-vi) and

illustrations (Figures 1-3) detail how UNet*™ uses PCO, in the lung
allocation score.

(i) Use of Arterial, Venous, or Capillary PCO: Values
In UNet™, a center may enter a PCO, value from an arterial,
venous, or capillary blood gas test. UNet™ will convert a venous
or capillary value to estimate an arterial value as follows:
e acapillary value will equal an arterial value; and,
e UNet™ will subtract 6 mmHg from a venous value to
equal an arterial value.

In the lung allocation score caleulation, UNet™ will use the PCO,
value with the most recent test date, regardless of the blood gas type.
Exception: if an arterial value and either a venous or capillary value
have the same test date, UNet™ will use the arterial value in the lung
allocation score calculation.

(ii) Definition of Current PCO,
Current PCOy is the PCOy value with the most recent test date
entered in UNet™,

(iii) Expiration of Current PCO; Value
UNet™ will evaluate a current PCO; value as expired according to
Policy 3.7.6.3.2.

(iv) Use of Normal Clinical Value for Current PCO,
The normal clinical value of PCO;, is 40 mmilg. UNet™ will
substitute this normal clinical value in the lung allocation score
calculation when the value of current PCO; is less than 40 mmHg,
missing, or expired.

(v) PCO, Values Used in the Change Calculations
There are two types of PCO; change caleulations:  threshold
change and threshold change maintenance.

The threshold change calculation evaluates whether the PCO; change is
15% or higher. In this calculation, UNct®™ will use highest and lowest
values of PCO,. The test date of the lowest value must be earlier than
the test date of the highest value. Test dates of these highestand lowest
values cannot be more than 6 months apart. 1f necessary, UNet™ will
use an expired lowest value, but not an expired highest value. 1f a
value is less than 40 mmHg, UNet™™ will substitute the normal clinical
value of 40 mmHg before calculating change. The equation for
threshold change is [(highest PCO,; - lowest PCO,)/lowest PCO;|

The threshold change maintenance calculation occurs affer the
candidate reccives the impact from threshold change in the lung
allocation score.  This maintenance calculation determines the
candidate’s eligibility for retaining the impact from threshold change in
the lung allocation score. To maintain the impact from threshold
change in the lung allocation score, the current PCO, value must be at
least 15% higher than the lowest value used in the threshold change
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calculation.  The cquation for threshold change maintenance is
[(current PCO, - lowest PCO,)/lowest PCO,].

UNet®™ will perform the threshold change maintenance caleulation
either when the current PCQO, value expires (Policy 3.7.6.3.2) or a new
current PCO, value is entered.  For this calculation, the lowest and
highest values that were used in the threshold change calculation can be
expired. The current PCO, value can be the highest one that was used
in the threshold change caleulation. 1f a current PCO, value expires,
the candidate’s lung allocation score will lose the impact from
threshold change. The reason for this loss is that when a current PCO,
value cxpires, UNet™ will substitute that expired value with the normal
clinical value of 40 mmHMg. This normal value, therefore, cannot be
15% higher than the lowest value in the threshold change calculation.

If a center enters a new current PCO, valup for a candidate who has lost
the impact from threshold change, UNet™ will perform the threshold
change maintenance calculation.  [f the new current PCO, value is at
least 15% higher than the lowest value used in the threshold change
calculation, UNet™ will reapply the impact {rom threshold change to
the candidate’s tung allocation score.

(Vi) Impact of PCO, Threshold Change in the Lung Allocation Score
A change in PCO; that is 15% or higher, or threshold change, will
impact a candidate’s lung allocation score. The candidate will not
lose the lung allocation score impact from  threshold change
provided that the current PCO, s ot least 15% higher than the
lowest value used in the threshold change caleulation.

Figure 1
Use of Current PCO, in the Lung Allocation Score

| Is the UNet™ status of current P 'O7 missing or expired? I

’ No. Yes. _l

15 the value 40 mmlg or

. UNet™ will substitute the
higher?

normal clinical value of 40
mmHg for a current PCO,
value that is less than 40

L Yes. T | No. }____, mmHg, missing, or expired.

UNet™ will use this current PCO, value in the lung allocation score.
Current PCO; impacts the candidate’s lung allocation score. Also, UNet™
may use this current value in the PCO, change caleulation (see Figure 2).
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Figure 2
PCO; Threshold Change Calculation

Are there two actual values of PCO, in UNet™? W
Yes. No

Is the higher of the t alues / M.

§ the g ex ircd(f’ wo values UNet™ will not calculate
pirec: change in PCO,. There is no

impact on the candidate’s lung
allocation score.

| N | [ ve |—

For details, see Policy

3.7.6.1.b.v-vi.
N J

Are the values 40 mmlbg or
higher?

For PCO, values less than 40
mmkg. UNet®™ will substitute the
normal, clinical value of
40 mmllg.

Do the two values mect the criteria below?
1) They have test dates that are no more than 6
months apart; and

2)  Of the two values, the test date of the lowest
occurs before the test date of the highest.

e e

UNet™ will caleulate change in PCO, [(Highest-Lowest)y/Lowest].

, PCO; change of 15% or higher, or threshold change, will impact the
candidate’s lung allocation score. For details, see Policy 3.7.6.1.b.v-vi,
(Figure 3 illustrates the threshold change maintenance calculation.)
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Figure 3
PCO; Threshold Change Maintenance Caleulation

Is the current PCO; value expired?

3 C PCO» value .
Is the current | C. 2 Ve GNclSM will not calculate PCO,
40 mmHg or higher?

threshold change maintenance.

< The candidate loses the impact

Yes. l | No. l———v from threshold change in the

lung allocation score. For
\dclails, see Policy 3.7.6.1.b.v.

/

UNet™ will calculate PCO, threshold change maintenance.

To maintain the impact from threshold change in the lung allocation score,

the current PCO, value must be at Jeast 15% higher than the Jowest value
used in the threshold change caleulation. For details, see Policy
3.7.6.1bv-vi. (Figure 2 illustrates the threshold change calculation.)

Bili

bin in the Lung Allocation Score

UNet™ will use two measures ol total bilirubin_in_a candidate’s lung
allocation score caleulation: _current bilirubin (for all_candidates). and
change in bilirubin_(for Group B only). There are two types of
hilirubin_change caleulations:  “threshold_change™ and_ “threshold
change maintenance.”  This section of Policy 3.7.6.1 explains how
UNet™ uses bilirubin in the lung allocation score.

(1) Definition of Current Bilirubin
Current bilirubin is the (otal bilirubin value with the most recent
test date and time entered in UNet™. UNet™ will include in the
lung allocation score caleulation a current bilirubin value that is at

(i) Expiration of Current Bilirubin Value
UNet™ will evaluate a current bilirubin value as expired according
to Policy 3.7.6.3.2.

(ii)) Use of Normal Clinical Value for Current Bilirubin
The normal clinical value of current bilirubin _is 0.7 mp/dL.
UNet™ will substitute this_normmal clinical value in the lung
allocation score calculation when the value of current bilirubin is
less than 0.7 mg/dL., missing, or expired. '

(iv) Bilirubin Values Used in the Change Calculations (Group B Only)
There are two types of bilirubin _chanpe calculations: threshold
change and threshold change maintenance.
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The threshold change calculation evaluates whether the bilirubin
change is 50% or_higher. In this cajculation, UNet™ will use
highest and lowest values of bilirubin. The test date of the lowest
value must be earlier than the test date of the highest value. The
highest value must be at least 1.0 mg/dL. Test dates of these
highest and lowest values cannot be more than 6 months apart. If
necessary, UNet™ will use an expired lowest value, but not an
expired highest value. If a value is less than_0.7 mg/dL, UNet™
will substitute the normal clinical value of 0.7 mg/dL before
calculating change. The equation for threshold change is [(highest
bilirubin — lowest bilirubin)/lowest bilirubin].

The_threshold change maintenance calculation occurs affer the
candidate receives the impact. from threshold change in the lung
allocation score. _This maintenance_calculation determines the
candidate’s eligibility for retaining_the impact from threshold
change in the lung allocation score. To maintain the impact from
threshold change in the lung allocation score, the current bilirubin
value must be at least 50% higher than the Jowest value used in the
threshold change calculation. The equation for threshold change
maintenance is [(current bilirubin -~ lowest bilirubin)/lowest

bilirubin],

UNet™ will perform the threshold change maintenance calculation
cither when the current bilirubin value expires (Policy 3.7.6.3.2) or
a new current bilirubin value is entered.  For this calculation, the
lowest and highest values that were used in the threshold change
calculation can be expired. ‘The current bilirubin value can be the
highest one that was used in the threshold change caleulation. 1a
current_bilirubin_value expires, the candidate’s lung allocation
score will lose the impact from threshold change. The reason for
this loss is that when a current bilirubin value expires, UNet™ will
substitute that expired value with the normal clinical value of (0.7
myg/dL. This normal value, therefore, cannot be 50% higher than
the lowest value in the threshold change calculation.

If a center enters a new _current bilirubin value for a candidate who
has lost the impact from threshold change, UNet™ will perform
the threshold change maintenance caleulation. If the new current
bilirubin value is at lcast 50% higher than the lowest value used in
the threshold change caleufation, UNet™ will reapply the impact
from threshold change to the candidate’s lung allocation score.

(v) Impact of Bilirubin_Threshold Change in _the Lung Allocation
Score (Group B only)
A _change in bilirubin that is 50% or higher, or threshold change,
will impact a candidate’s lung allocation score. The candidate will
not lose the lung allocation score impact from threshold change
provided that the current bilirubin is at least 50% higher than the

lowest value used in the threshold change calculation.

NOTE: The amendments to Policy 3.7.6.1.c (Bilirubin in the Lung Allocation Score) shall be
implemented pending Executive Comunittee approval of the related implementation plan.
(Approved at the June 2009 Board of Directors Meeting.)

3.7.6.2 Candidates Age 0 - 11. Goandidates-0—7H-yoars-old-nro-assighod-priority-for
= OE-DASOE=HPOR-WaHHR A=t HRO0000rd i i-to—Hio—St ot H-0ateRoro Ng']sg
ranks candidates who are 0 — 11 years old for lung offers according to the
priorities defined below,  Within_each stetws priority, UNet™ will rank
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candidates wiH-be-ranieed by ABO (according to Policy 3.7.8.2) and then by
waiting_time. in descending order. For Priority $tetss 1, UNet®™ will only
Q@WQMM@UOA&LMUMM&MLM&@MW

g; ;g!lyzg_m_um&,wnumgju JQJQ,L[M)ILLX ] Mj;._

N-Glana =

umup_&nmau m&m_uuimnmmmgmm

A _program may update clinical data used to justify a candidate’s statss priorily
mey—be—updated at any lime e-prossam il belicves a candidale’s medical
condition warrants such modifications. For_a candidite Jisted_as Priority_1, a
programs must update every-eandidate—variable cach qua_luymg Lcriterion, except
thove—eandidate—varablos  that  which is ere obtained only by heart
catheterization, {or-Staths—l-candidates. at least once every in_cach six months
pumcUsﬂlo,wmu.‘_LhuA candidate’s registration. a-ﬂw—mﬂw&—*%g_on the lung
waitingatiot Waitlist™. 1 etesy—time: more than six months heve clapscd sinee
M%nm%ﬁmmy—d%ﬂ)&mm»ww
update: without dala updam_uttu he_candidate’s last six-month_“anniversary”
of_his_or_her Waitlist™ registration, then the undadm s statms Priority will
antemateay revert to Statns P riority 2. UNet™ wil] assess the Lllrlbnh)’ of lung
variables for_cach. candidate_on. every. momh .mmvuwy date..(For
example, if a candidate js _first. rq,lstm,gl on lhc Wmth on_January ], 2 ()Ll
and the most recent nth, anniversary ™ is January 1, 2012, then_ UN;I
will_consider_any V.l!‘l'lbl&b_ Lollwlud on_or_after July 1, ()ll as current_until
Jupe 30, 2012, UNet™ will reassess the currency of the lung, variables on July 1,
2012, and then any variables with test dates that are on or after January 1, Ql?.
would be considered current.)

theso-eandidates’toinl-aotive-waling-time-wilk-bo-usothto- e R IS -PEIOFHY- 05

the-mateh-rn-fos-reosivingtari-orlom —Fho-totl-waitina-tne- is-the-emeutt-of
EHRBSPERE WA R B H- G-ttt S a2

Stetue Priority 1: Candidates with one or more of the following criteria:
. Respiratory failure, defined as:
o Requiring continuous mechanical ventilation: or;
o Requiring supplemental oxygen delivered by any means to achicve
I'i0O, greater than 50% in order to maintain oxygen saturation
levels preater than 90%: or,
o Having an arterial or capillary PCQ, greater than 50 mmllg, or a
venous PCO, greater than S6mmlg,

. Pulmonary hypertension, defined as:
o Having pulmonary vein stenosis involving 3 or more vessels; or
o Lxhibiting any of the following, in spite_of medical therapy:
suprasysiemic PA pressure on cardiac catheterization or by
echocardiogram estimate, cardiac_index less than 2 L/min/M>,
reenFrertsyncope, or hemoptysis

Examples of accepted medical therapy for pulmonary hypertension will
be listed in UNet™. Transplant centers must indicate which of these
medical therapies the candidate has received. If the candidate has not
reccived any of the listed therapics, the transplant center must submit
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an_exception _request to_the Lung Review Board {es—prespestive
deration — s deseribed bel

M OOPHOREI-ERIOS BB EQHR00 D=t AL exception case
approved by the Lung Review Board:
o Ini > - - he J wview Board will
follow the prospective review process described in Policy 3.7.6.4
! Candid UL E fonal Case .

Status 2: Candidates who do not meet the criteria for Stetss=Priority | must be

listed Status as Priorily 2.
NOTE: The amendments to Policy 3. 7.6.2 (Candidates Age 0-11) shall be implemented pending
distribution of appropriate notice and programming in UNet™.  (Double lines and_double

strikeouts were added and approved at the June 23, 2009 Board of Directors Meeting.)

NOTE: The amendments to Policy 3.7.6.2 (Candidates Age 0-11) shall be implemented pending
distribution of appropriate notice and programming in UNet M, (Approved at the June 20, 2008
Board of Directors Meeting.)

November 17. 2009

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. Diagnosis, birthdate (used to calculate age), height, and weight
(used to calculate BMI) must be entered for a candidate to be added to the
waitlist. Candidates will receive a Lung Allocation Score of zero, if the
Functional Status class or assisted ventilation variable is missing at any time, If
pulmonary artery systolic pressure, pulmonary capillary wedge pressure, or
pulmonary artery mean pressure arc missing, then a default value will be
assigned that represents a normal clinical value for the missing pulmonary
pressure variable. (A default value of 20 mm/Hg will be assigned for missing
pulmonary artery systolic pressure, a default value of 5 mm/Hg will be assigned
for missing pulmonary capillary wedge pressure, and a default value of 15
mm/llg will be assigned for missing pulmonary artery mean pressure.) The
default values for pulmonary pressures will also be used in the caleulation of
Lung Allocation Scores for those candidates whose actual values are provided,
but are lower than the default value. If any other candidate variables arc
missing, then a default value, which will be the value that results in the lowest
contribution to the Lung Allocation Score for that variable field (“Least
Beneficial Value™), will be selected for the candidate. Programs are permitted to
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. Prior to entering such estimated values, programs must
request review and approval from the Lung Review Board to determine whether
the estimated values are appropriate and whether further action is warranted.
Estimated values will remain valid until those values are either updated with an
actual value or a new estimated value is entered pursuant to the procedures set
forth in Policy 3.7.6.4.

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 the Least Beneficial Value or the default
pulmonary pressure value for each incomplete variable or a Lung
Allocation Score of zero, as described in Policy 3.7.6 above.
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3.7.6.3.2 Updating Candidate Variables. Programs may update their
candidates’ clinical data at any time they believe a change in candidate
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. i at any time, more than six months have elapsed since
the last six-month “anniversary” date of the candidate’s initial listing,
without an update, then the variable will be considered expired. (For
example, if a candidate was first registered on the waitlist on January
I, 2005, and the most recent six-month “anniversary™ is January 1,
2006, then any variables older than July 1, 2005, will be considered
expired.)

11" the Functional Status or assisted ventilation variable is expired, then
the candidate will receive a Lung Allocation Score of zero. 1f any other
candidate variable, excluding pulmonary artery systolic pressure,
pulmonary capillary wedge pressure, or pulmonary arlery mean
pressure, is expired. then the candidate will receive the Least Beneficial
Value for that variable. The frequency of updating those candidate
variables that are required to be obtained by heart catheterization
(pulmonary artery pressures and pulmonary capillary wedge pressure)
will be left to the discretion of the transplant center. Actual values or
estimated values for pulmonary pressures will be valid until they are
cither updated with a new actual value or a new estimated value is
entered pursuant to Policy 3.7.6.4.

3.7.6.4 Lung Candidates With Exceptional Cases. Special cases require prospective
review by the Lung Review Board. Transplant programs may request approval
of estimated values, diagnosis, or a specific Lung Allocation Score. The
transplant center will accompany cach request for special case review with a
supporting narrative. - Onee complete, the request must be sent to the OPTN
contractor. The Lung Review Board will have seven (7) calendar days 1o reach
a decision, starting from the date that the contractor sends the request to the
Lung Review Board. If a request is denied by the Lung Review Board upon
initial review, then the center may choose to appeal the decision for
reconsideration by the Lung Review Board. The center will have seven (7)
calendar days from the date of the initinl request denial to appeal. The Lung
Review Board will have seven (7) calendar days to reach a decision on the
appeal, starting from the date that the contractor sends the appealed request to
the Lung Review Board. If the Lung Review Board has not completed its
review of an initial request or an appeal within seven (7) calendar days of
receiving it, then the candidate will receive the requested Lung Allocation
Score, diagnosis, or estimated value, and the request or appeal will be forwarded
to the Thoracic Organ Transplantation Committee for further review.

Should the Lung Review Board deny a transplant center’s initial request or
appealed request for an estimated value or a specific Lung Allocation Score, the
transplant center has the option to override the decision of the LRB. If the
transplant center elects to override the decision of the Lung Review Board, then
the request or appeal will be automatically referred to the Thoracic Organ
Transplantation Committee for review; this review by the Thoracic Organ
Transplantation Committee may result in further referral of the matter to the
Membership and Professional Standards Committee for appropriate action in
accordance with Appendix A of the Bylaws.

Estimated values will remain valid until an actual value is entered in the system
or a new cstimated value is entered pursuant to the procedures described in this
3.7-15
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3.7.7

3.7.8

November 17, 2009

policy. A diagnosis that has been approved by the Lung Review Board or the
Thoracic Organ Transplantation Committee will remain valid indefinitely or
until an adjustment is requested and, if necessary, approved by the Lung Review
Board. Lung Allocation Scores will remain valid for six (6) months from the
entry date (or the candidate’s twelfth birthday, whichever occurs later). If the
candidate continues to be on the Waiting List six months after the entry date,
then the candidate’s Lung Allocation Score will be computed as described in
Policy 3.7.6.1 and Policy 3.7.6.3 unless a new Lung Allocation Score request is
entered pursuant to the procedures described in this policy or the center chooses
to use the computed Lung Allocation Score instead.

The Thoracic Committce shall establish guidelines for special case review by
the Lung Review Board.

Allocation of Thoracic Organs to Heart-Lung Candidates. When the candidate is
cligible to receive a heart in accordance with Policy 3.7, or an approved variance to this
policy, the lung shall be allocated to the heart-lung candidate from the same donor. When
the candidate is eligible to receive a lung in accordance with Policy 3.7, or an approved
variance to this policy, the heart shall be allocated to the heart-lung candidate from the
same donor if no suitable Status 1A isolated heart candidates are eligible to receive the
heart. Heart-lung candidates shall use the ABO matching requirements described in
Policy 3.7.8 when they arce included in the heart mateh run results. Heart-lung candidates
shall use the ABO matching requirements described in policy 3.7.8.2 when they arc
included in the lung match run results.

ABO Typing for Heart Allocation. Within cach heart status category, hearts will be
allocated to patients according to the following ABO matching requirements:

(i) Blood type O donor hearts shall only be allocated to blood type O or blood type
B patients;

(i) Blood type A donor hearts shall only be allocated to blood type A or blood type
AB patients;

(iii) Blood type B donor hearts shall only be allocated to blood type B or blood type
AB patients;

(iv) Blood type AB donor hearts shall only be allocated 10 blood type AB patients.

(v) If there is no patient available who meets these matching requirements, donor
hearts shall be allocated first to patients who have a blood type that is
compatible with the donor’s blood type.

(vi) Following allocation for all born transplant candidates who have blood types
that are compatible with donors, hearts will be allocated locally {irst and then
within zones in the sequence described in 3.7.10, by heart status category to
born Status 1A or 1B pediatric_heart candidates who are eligible to receive a
heart from any blood type donor. Allocation 1o in utero candidates cligible for
any blood type donors js initiated after all eligible born candidates have received
offers.

A center may specify on the waiting list that a candidate is eligible to accept a heart from
any blood type donor if one of the following conditions is met:

(i) Candidate is in utero;

(i) Candidate is less than 1 year of ape, and meets all of the following:

a. Listed at Status 1A or 1B, and
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b. Current isohemagglutinin titer information_for A_and/or B blood type
antigens reported in UNet™.

(iii) Candidate is greater than or equal to 1 year of age. and meets all of the
following:
a. Jsblisted prior to age 2;
b. Isklisted at Status 1A or 1B; '
. Has Ecurrent isohemagglutinin titer level(s) less than or equal to 1:4 for A

and/or B blood type antigens reported in UNet™: and
Has not received treatments {such-us-plasmng
the prior 30 days that gould- i RHAReoy
yatesmay have reduced titer values to 1:4 or less.

N H TR V. 1Ll ¢ 1 4, Lidlatone ks havadal I that o
teR=—{omat=borm—transplani-oands who-have-blood-types-that-are
e : eaHy~fiegt-aitd-then-within-sones-H-the
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NOTE 12 Additional amendments) (indicated hy double strikethrough and double underline Jormatting)
to Policy 3.7.8 (ABO Typing for Heart Allocation) shall be approved and implemented pending
distribution of appropriate notice and programming in UNet™, Approved by the Executive
Committee on August 10, 2009)

NOTE #1: The amendments to Policy 3.7.8 (ABO Typing for Heart Allocation) shall be approved and
implemented pending  distribution of appropriste notice and programming in UNer*™,
(Approved at the Executive Committee Meeting on December 18, 2007). )

November 17, 2009

3.7.8.1 Heart Allocation to Pediatric Candidates LessFhan-2-Yenrsof-Age Willing
Eligible to Accept a Donor Heart of Any Blood Type. A center may specify
on the waiting list that a candidate is eligible to_aceept a heart from any blood
type donor if the eligibility requirements set forth in Policy 3.7.8 are met,

Anti-A and/or Anti-B titers must be reported:

(i) At time of listing (except for in utero candidates):
(ii) Every 30 days after listing (all eligible born candidates);

(iif) At transplant; and

(iv) In the cvent of prafi loss or death within one year after transplant (for
all_candidates transplanted with other than blood type identical or
compatible donor hearts).
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Listing and transplant outcomes for candidates determined to be cligible under
this policy will be monitored on a quarterly basis by a subcommittee of the
Pediatric_Transplantation Committee, including at least two non-Committee
members with _analytical and/or_other professional expertise in_this area of
medicine, and reported to_the Pediatric Committce. Transplant programs that
list candidates for receipt of donor hearts of any blood type shall be required to
provide information requested for review by the subcommittee, including, for
example, autopsy reports.

NOTE: The amendments to Policy 3.7.8.1 (Heart Allocation to Pediatric Candidates Eligible to Accept a Donor
Heart of Any Blood Type ABO Typing for Heart Allocation) slmll be approved and implemented pending
distribution of appropriate notice and programming in UNer™, (Approved at the Executive Committee
Mecting on December 18, 2007)

3.7.9

November 17, 2009

3.7.8.2 ABO Typing for Lung Allocation. Candidates who have the identical -blood
type as the donor and are awaiting an isolated lung transplant will be allocated
thoracic organs before candidates 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 candidate has
been waiting for a thoracic organ transplant begins with the date and time the candidate is
first registered as active on the Waiting List. Waiting time will not be accrued by
candidates awaiting a thoracic organ transplant while they are registered on the Waiting
List as inactive-, excepl as specified. in Policy 3.7.9.3 (Waiting Time Accrual for Lung
Candidates Less than 12 Y gmg When time waiting is used for thoracic organ
allocation,” a candidate will receive a preference over other candidates who have
accumulated less waiting time within the same status/priority category. Where applicable,
waiting time accrued by a candidate for a single thoracic organ transplant (heart or single
Jung) while waiting on the Waiting List also may be accrued for a second thoracic organ,
when it is determined that the candidate requires a multiple thoracic organ (heart-lung or
double lung) transplant. In addition, where applicable, waiting time accrued by a
candidate for a multiple thoracic organ transplant while waiting on the Waiting List may
be transferred to the Waiting List for a single thoracic organ transplant.
3.7-18




NOTE: The amendments to Policy 3.7.9 (Time Waiting for Thoracic Organ Candidates) (stricken text;
double-underlined te.\r) shall be implemented pending distribution of appropriate notice and
programming in UNet™ of Policy 3.7.6.2 (Candidates Age 0-11). (Approved at the June 22-23,
2009 Board of Directors Meeting.)

November 17, 2009

3.7.9.%

3.7.9.2

Waiting Time Acerual for Heart Candidates. Candidates 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 candidate is upgraded to a higher status. For example, a
candidate 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 candidate is downgraded to a Status 2 for another 3 weeks. then the
candidate will have 4 months of total accrued time. If the candidate
subsequently is upgraded for another week as a Status 1A, then the candidate's
Status 1A waiting time will be 2 weeks.

Waiting Time Accrual for Lung Candidates Age 12 and Older Following
Implementation of Lung Alecation Scores Described _in_Policy 3. 76
Waiting—time-aeerued-by—-lung—candidates—age—12-and—older—at-the—time-of
implementation—ef—theLung-Allecation—Seore-deseribed—in—Poliey3-7.6-and
therenfter—wil—be—used—to—determine—priosity—in-tung—allocation—amensg
eandidates—with-bung-Aocation-Seores-ofzero—ln—the-evert-that-multiple
eandidates—reeeive—identienlLung—AHoention—Seores prenter—than—zero.
whether-eomputed-Lung-AHoention-Seores-or-assigned-Lung-Alleention
Seores-that-have-been-npproved-by-the-Lung-ReviewBonrd-pursunnt-to-nn
exeeptionnl—ense -request;-and-have—identiecnl-—priority-for -an—lung—offer
eonsidering—nH—other—aloention—fetors,—then—prierity—nmeong—these
enndidates-will-be-determined-by-their-total-netive waiting time-aeerued,

**OBOLD language that appears in Policy 3.7.9.2 was approved by the Fxecutive
Committee on March 11, 2005, and was implemented on AMay 4, 2005

In the event that multiple candidates receive identica) computed Lung Allocation
Scores greater than zero, and have identical priority for a lung ofter considering
all_other_allocation_[actors, then priority _among_those candidates will be
determined by the carliest date and time of each candidate’s most recent update
in_ UNet™ by the member, of variubles used in calculation of the Lung
Allocation Score.  (For_example, if Candidate A and Candidate 13 have an
identical Lung Allocation Score and_identical priority for a lung offer, and
Candidate A’s data variables were most recently updated by the transplant
center on May 1, 2005, and Candidate B's data variables were most_recently
updated by the transplant center on June 1, 2005, then Candidate A would
receive higher priority for the lung offer because his most recent data update by
the transplant center occurred first and the same set of data variables has been
used 1o calculate Candidate A’s Lung Allocation Score for the longest amount of
time.

In the cvent that multiple candidates receive identical assigned Lung Allocation
Scores pursuant to_an exceptional case request, and have identical priority for a
lung offer_considering all other allocation factors, then priority among those
candidates will be determined by the earliest date and time that each candidate’s
most recent approval of that Lung Allocation Score by the Lung Review Board
was entered in UNet™ (For example. if Candidate X and Candidate Y have
identical Lung Allocation Scores assigned to them by the Lung Review Board
and identical priority for a lung offer, and the approval for Candidate X’s score
was entered in UNet™ on June 1, 2005, and the approval for Candidate Y’s
score was entered in UNet®™ on July 1, 2005, then Candidate X would reccive
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higher priority for the lung offer because his most recent Lung Allocation Score
was approved and entered in UNet™ first.)

Candidates that receive a Lung Allocation Score of zero due to missing or
expired candidate variables as described in Policy 3.7.6.3 will be screened from
the lung match following notification of the listing center, and will not receive
isolated lung offers. Upon the entry or update of previously missing or expired
candidate variables as described in Policy 3.7.6.3, those candidates will appear
on the lung match.

Candidates awaiting a lung transplant on the Wailing List that-are—placed at
inactive status by-the-listing-center will be subject o the same requirements for
updating candidates' clinical data as indicated in Policy 3.7.6.3 and Policy
3.7.6.4 and will not accrue any waiting time while at inactive status.

NOTE: Policy 3.7.9.2 (Waiting Time Accrual for Lung Candidates Age 12 and Older Following Implementation
of Lung Allocation Scores Described in Policy 3.7.6) (BOLDED and as of the June 24, 2005 Board of
Directors Meeting) shall be approved and implemented pending distribution of appropriate notice and

: SM
programming on UNer’™,

if and as applicable.

3.7.9.3 Waiting Time Accrual for Lung Candidates Less than 12 Years of Age.

Candidates listed as a Stetws Priority_ | or Stetes Priority 2 will acerue waiting
time within each stetns p[mmy Whemﬁmg—hwmed—bpﬂmw

etteeationta Priority 1 and Priority 2 candidates will receive a preference over
other candidates within a match run classification who have accumulated less
waiting time within-the-same-sletes-oatepary(sos-Rotioy-3-7-0y. Howorei-a
eandidatols-wakir-tino-neosted-whHo-Hotod-ao-Srtatti-twiH-not-be-tised-in
Status==L'or Priority | candidates, UNet™ will only consider the most recent
time spentas Priority 1,.c., UNet™ will nottally the time waiting during
multiple Priority_ | periods,

U] llLu;L_mmlymlm;, tlmh_’l_olal vmmm, umg lD&lUd&b umupcm
muimjy!b Priority 1, Priority 2, and inactive.

NOTE: New Policy 3.9.7.3 (Waiting Time Accrual for Lung Candidates Less than 12 Years of Age)
shall be implemented pending distribution of appropriate notice and programming in UNet M,
Double lines and double strikeouts were added and approved at the June 23, 2009 Board of
Directors Meeting.)

NOTE: New Policy 3.9.7.3 (Waiting Time Accrual for Lung Candidates Less than 12 Years of Age)
shall be implemented pending distribution of appropriate notice and programming in UNer™.
(Approved at the June 20, 2008 Board of Directors Meeting.)

3.7.10 Sequence of Adult Heart Allocation, Donor hearts recovered from donors age 18 and

November 17, 2009

older shall be allocated in the following sequence in accordance with Policies 3.7.3,
3.74,3.7.5,3.7.7,3.7.8, and 3.7.9:

Status 1A candidates
Status 1B candidates
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Zone A
8.

Zone B
9.

Zone C
10.
I
12.

Zone 1D
13
4.
15.

Zone I
16.
17.
18.

3.7.10.1

Status 1A candidates
Status 1B candidates

Status 2 candidate s

Status 1A candidates
Status 1B candidates

Status 2 candidates

Status 2 candidates

Status 1A candidates
Status 1B candidates
Status 2 candidates

Status 1A candidates
Status 113 candidates
Status 2 candidates

Status TA candidates
Status 1B candidates
Status 2 candidates

Sequence of Pediatric Heart Allocation.  Hearts recovered from pediatric

-donors shall be aflocated in the [oHowing sequence in accordance with Policies

3.73,374,37.5.3.7.7,3.78, and 3.7.9;
F————Combined-hocal-and-Zone-A-StutustA-Rediatric-candidates
2———FLoeal-Status-IA-Adult-candidates

e —Combined-Locahand-Zone-A-Status-H-B-Pedintrie-candidutes
e e ~boeal-Status-H3-Adwlt-candidates
S———Aone-A-Status-HA-Adult-eandidates

O ——Fone-A-Status-Hi-Adult-candidates

F———boeal-Stutus-2 Pediatrie-candidates
8sbocal-Status-T-Adult-candidates
G——Zone-B-Status-+A-Redintric-candidates '
H——Aone-B-StatustA-Adult-candidates
H———Lone-B-Status-1B-Pediatrie-candidates
42————#%&%&&%—48—'%1&4{—6&9&%
WMZmeMaws%Adm{—eaﬂdida&es

J(S‘—A«me%taws—l-A—Adﬁl&eaﬁd*éates
H——ZLone-C-StatusH3 Pediatriceandidates
2 done-C-Status-H3-Adult-candidates
H—Fone-C-Status2-Pedintric-candidates
22— ——Zone C-Status-2-Adult-candidates

“
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1. Common OPO and Zone A Status 1A ABQ Primary Ped Candidates
for Pediatric Donor

2. Common OPO and Zone A Status 1A ABO Secondary Ped Candidates
for Pediatric Donor

3. Common OPQ Status 1A ABO Primary Candidates

4, Common OPO Status 1A ABO Secondary Candidates

5. Common OPO and Zone A Status 1B ABO Primary Ped Candidates for
Pediatric Donor

6. Common OPO and Zone A Status {B ABO Secondary Ped Candidates
for Pediatric Donor

7. Common QPO Status 1B ABO Primary Candidates

8. Common OPO Status 1B ABO Secondary Candidates

9. Zone A Status 1A ABO Primary Candidates

10. Zone A Status 1A ABO Secondary Candidates

11, Zone A Status 1B ABO Primary Candidates

12. Zone A Status 1B ABO Secondary Candidates

13. Common OPQO Status 2 ABO Primary Ped Candidates for Pediatric
Donor

14, Common OPO Status 2 ABO Sccondary Ped Candidates for Pediatric
Donor

15. Common OPO Status 2 ABO Primary Candidates

16. Common OPO Status 2 ABO Secondary Candidates

17. Zone B Status 1A ABQ Primary Ped Candidates for Pediatric Donor

18. Zone B Status 1A ABO Secondary Ped Candidates for Pediatric Donor

19. Zone B Status 1A ABO Primary Candidates

20. Zone B Status 1A ABO Secondary Candidates

21. Zone B Status 1B ABQ Primary Ped Candidates for Pediatric Donor

22. Zone B Status 1B ABOQ Secondary Ped Candidates for Pediatric Donor

23. Zone B Status 1B ABO Primary Candidates

24, Zone B Status 1B ABO Secondary Candidates

25. Zone A Status 2 ABO Primary Ped Candidates for Pediatric Donor

26. Zone A Status 2 ABO Secondary Ped Candidates for Pediatric Donor

27. Zone A Status 2 ABO Primary Candidates

28. Zone A Status 2 ABO Secondary Candidates

29. Zone B Status 2 ABO Primary Ped Candidates for Pediatric Donor

30. Zone B Status 2 ABO Secondary Ped Candidates for Pediatric Donor

31 Zone B Status 2 ABO Primary Candidales

32. Zone B Status 2 ABO Secondary Candidates

33. Zone C Status 1A ABO Primary Ped Candidates for Pediatric Donor

34, Zone C Status 1A ABO Sccondary Ped Candidates for Pediatric Donor

35. Zone C Status 1A ABO Primary Candidates

36. Zone C Status 1A ABO Secondary Candidates

37. Zone C Status 1B ABO Primary Ped Candidates for Pediatric Donor

38. Zone C Status 1B ABO Secondary Ped Candidates for Pediatric Donor

39. Zone C Status 1B ABO Primary Candidates

40. Zone C Status 1B ABO Secondary Candidates

41. Zone C Status 2 ABO Primary Ped Candidates for Pediatric Donor

42. Zone C Status 2 ABO Secondary Ped Candidates for Pediatric Donor

43, Zone C Status 2 ABO Primary Candidates
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44,
45.
46.
47.
48.
49,
50.
St
52.
53.
54.
55.
56.
57.
58.
59.
o0).
61.
62.
03.
64.
65.
60.
67.
68.
69.

70.

71.
72.
73.
74.
75.
76.
77.
78.
79.
80.
81.
82.
83.
84.
85.
86.
87.
88.
89.
90.
91.
92.
93.
94,

Zone C Status 2 ABQ Secondary Candidates

Zone D Status 1A ABO Primary Ped Candidates for Pediatric Donor
Zone D Status 1A ABO Secondary Ped Candidates for Pediatric Donor
Zone' D Status 1A ABO Primary Candidates

Zone D Status 1A ABO Secondary Candidates

Zone D Status 1B ABO Primary Ped Candidates for Pediatric Donor
Zone D Status 1B ABO Secondary Ped Candidates for Pediatric Donor
Zone D Status 1B ABO Primary Candidates

Zone D Status 1B ABO Secondary Candidates

Zone D Status 2 ABQ Primary Ped Candidates for Pediatric Donor
Zone D Status 2 ABOQ Secondary Ped Candidates for Pediatric Donor
Zone D Status 2 ABO Primary Candidates

Zone D Status 2 ABQ Secondary Candidates

Zone E Status 1A ABO Primary Ped Candidates for Pediatric Donor
Zone E Status 1A ABO Secondary Ped Candidates for Pediatric Donor
Zone E Status 1A ABO Primary Candidates

Zone E Status 1A ABO Sccondary Candidates

Zonc E Status 1B ABO Primary Ped Candidates for Pediatric Donor
Zone E Status 1B ABO Secondary Ped Candidates for Pediatric Donor
Zone E Status 1B ABO Primary Candidates

Zone E Status 1B ABQ Sccondary Candidates

Zone E Status 2 ABQ Primary Ped Candidates for Pediatric Donor
Zonc E Status 2 ABO Sccondary Ped Candidates for Pediatric Donor
Zone I Status 2 ABOQ Primary Candidates

Zone E Status 2 ABO Secondary Candidates

Common OPQ and Zone A Status 1A ABO Incompatible Ped
Candidates for Pediatric Donor

Common OPO_and Zone A Status 1B ABO Incompatible Ped
Candidates for Pediatric Donor

Common OPO Status 2 ABO Incompatible Candidates

Zone B Status 1A ABO Incompatible Candidates

Zone B Status 113 ABO Incompatible Candidates

Zone € Status 1A ABO Incompatible Candidates

Zone C Status 1B ABO Incompatible Candidates

Zone D Status 1A ABO Incompatible Candidates

Zone D Status 1B ABO Incompatible Candidates

Zone © Status 1A ABO lncompatible Candidates

Zone E Status 1B ABO Incompatible Candidates

Commaon OPO and Zone A ABO Primary In Utero Candidates
Common OPO and Zone A ABO Sccondary In Utero Candidates
Common QPO and Zone A ABO Incompatible In Utero Candidates
Zone B ABO Primary In Utero Candidates

Zone B ABQ Secondary In Utero Candidates

Zone B ABO Incompatible In Utero Candidates

Zone C ABO Primary In Utero Candidates

Zone C ABO Secondary In Utero Candidates

Zone C ABO Incompatible In Utero Candidates

Zone D ABO Primary In Utero Candidates

Zone D ABO Secondary In Utero Candidates

Zone D ABO Incompatible In Utero Candidates

Zone E ABO Primary In Utero Candidates

Zone E ABQ Secondary In Utero Candidates

Zone E ABO Incompatible In Utero Candidates

NOTE: The amendments to Policy 3.7.10.1 (Sequence of Pediatric Heart Allocation) shall be effective pending

notice to the membership and programming in UNet™

Directors Meeting.)
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Sequence of Adult Donor Lung Allocation. 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. If one lung is
allocated to a candidate needing a single lung transplant, the other lung will be then
allocated to another candidate waiting for a single lung transplant.
Lungs from adult donors will first be offered to candidates age 12 and older, and then to
candidates 0 ~ 11 years old. Lungs from adult donors will be allocated locally first, then
to candidates in Zone A, then to candidates in Zone B, then to candidates in Zone C, then
to candidates in Zoné D and finally to candidates in Zone E. In cach of those six
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 areca 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. 1. KirstJeently+to Local ABO identical candidates age 12 and older according to
Lung Allocation Score in descending order:
it. 2. MNextJeealyte Local ABO compatible candidates age 12 and older according to
. Lung Allocation Score in descending order,;
iii. 3. MNexttocallyte Local ABO identical setns Priority 1 candidates 0 - 11 years old
according to length of waiting time;
iv. 4. Nextteealy—to Local ABO compatible States Priority 1 candidates 0 - 11 ycears
old according to length of waiting time;
v. 5. Local ABO identicalk-Statss Priority 2 candidates 0 - 11 years old according to
length of waiting time;
vi. 6. Local ABO compatible Status Priority 2 candidates 0 — 11 years old according to
length of waiting time;
vii. 7. NextHo ABO identical candidates age 12 and older in Zone A according to Lung
Allocation Score in descending order; :
vili. 8 Next—te ABO compatible candidates age 12 and older in Zone A according to
Lung Allocation Score in descending order;
ix. 9. Next—o ABO identical Stewws Priority | candidates 0 — 11 years old in Zone A
according to length of waiting time;
x.10. Next-te ABO compatible $tetus Priority 1 candidates 0 - 11 years old in Zone A
according to length of waiting time;
xi.11. ABO identical Stetss Priority 2 candidates 0 — 11 years old in Zone A according
to length of waiting time;
xii.12. ABQ compatible Statss Priority 2 candidates 0 11 years old in Zonc A
according to length of waiting time;
xiii.13, MNext—te ABO identical candidates age 12 and older in Zone B according to Lung
Allocation Score in descending order;
xiv.14. Next—te ABO compatible candidates age 12 and older in Zone B according to
Lung Allocation Score in descending order;
xv.15. Next—te ABO identical Stewss Priority 1 candidates 0 — 11 years old in Zone B
according to length of waiting time;
xvi.16. Next-te ABO compatible Stetss Priority | candidates 0 — 11 years old in Zone B
according to length of waiting time;
xvii.17. ABO identical $tetus Priority 2 candidates 0 — 11 years old in Zone B according
to length of waiting time;
xviii.18. ABO compatible Stetws_ Priority 2 candidates 0 — 11 years old in Zone B

according to length of waiting time;
xix.19. Next—te ABO identical candidates age 12 and older in Zone C according to Lung
Allocation Score in descending order;
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XX.20.
xxi2l.
Xxii.22.
xxiii.23.
xxiv.24.
XXv.25.
XXvi.20.
XXViL27,
XXviii.28.
XXix.29.
NNX.30,
xxxi. 31,
NXXI.32.
xxxii33,
XNXiv. 34,

xXxv. 35,

Nesxtrto ABO compatible candidates age 12 and older in Zone C according to
Lung Allocation Score in descending order;

Next—to ABO identical Stetus Priority 1 candidates 0 — 11 years old in Zone C
according to length of waiting time;

Next-to ABO compatible $tetns Priority 1 candidates 0 - 11 years old in /onc C
according to length of waiting time;

ABO identical Statws Priority 2 candidates 0 — 11
to length of waiting time;

ABO_compatible Stetws Priority 2 candidates 0 — 11 years old_in Zone C
according to lenpth of waiting time;

cars old in Zone C accordin

. Nextto ABO identical candidates age 12 and older in Zone D according to Lung

Allocation Score in descending order;

Next—e ABO compatible candidates age 12 and older in Zone D according to
Lung Allocation Score in descending order;

Nextto ABO identical Status | candidates 0 - 11 yeurs old in Zone 1 according
to length of waiting time;

Next;—o ABO compatible Status | candidates O — 11 ycars old in Zone D
according to length of waiting times

ABO identical Stats Priority 2 candidates 0 - 11 years old in Zone D) according
to lenpth of waiting time;

ABQ_compatible Stetus Priority 2 candidates 0 11 years_old in_Zone D
according to length of waiting time;

Next-to ABO identical candidates uge 12 and older in Zone E according to
Lung Allocation Score in descending order;

Nextto ABO compatible candidates age 12 and older in Zone 1 according to
Lung Allocation Score in descending order;

Next—to ABO identical $tetas Priority | candidates 0 11 years old in Zone

E according to length ol waiting time; and

Next, to ABO compatible Ss Priority | candidates 0 11 years old in
Zone L according to length of waiting time.

ABO identical Statws Priority 2 candidates 0 - 11 yewrs old in Zone 1 according

XXNVILI6,

to length of waiting thime;
ABO compatible Satss Priority_ 2 candidates 0 11 years old in Zone I

3.7.11.1

according to length of waiting time;

Sequence of Pediatric Donor Lung Alocation. Candidates 0 1}
years old awaiting a single or double lung transplant will be grouped
together for allocation purposes. I one lung is allocated 1o 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 1o u candidate waiting
for a single lung transplant, the other lung will be then allocated 1o
another candidate waiting for a single lung transplant.

Lungs from donors 0 - 11 years old will first be offered o candidates
age 0 - 11; then to candidates age 12 - 17; then to candidates 18 years
and older. Lungs-will-be-aHoecated-locally{irst—then-to—candidates—in
one-o—then-to-candidates—in—Zone B—then-to-candidates—in“one-G;
Wm&d&eﬁ—m—#@n@—wﬁm&#ﬁw&mﬂu&&e&m—%@ne+——Iﬂ
eaeh—e#the%e—w*—geegawhameas—etmdlddtu will be grouped so that
candidates those 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
3.7-25




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.

. Offers for 0-11 year-olds will {irst be made to_combined local,
Zone A _and Zone B candidates by stetss priorityand waiting
time. Afier adolescent and adult offers are completed through
Zone B, offers will continue to these younger candidates in
Zones C. D and E prior to_adolescents and adulis within in
each zone.

. Offers for 12-17 year-olds will first be made to combined
local and Zone A candidates according to lung allocation score
in_descending order after the completion of 0-11 year-old
offers through Zone B. Once adult Zone A offers arc
completed, offers will continue to_adolescent candidates in
Zones B, C, D and E after the younger 0-11 candidates and
before the adult candidates within each zone.

. Offers to adult candidates (318 years and older) will be made
after the completion of 0-11 year old offers through Zone B
and adolescent offers through Zone A. Alter local and Zone A
adult offers are completed, offers will continue in Zones B, C,
D and E after the completion of all pediatric offers within cach
zonge.

In summary, the allocation sequence for lungs from donors 0-11 years old is as
follows:

L Combined local, Zone A and Zone B ABO identical Status Priority, 1
candidates 0-11 years old according to length of waiting time;

2. Combined local, Zone A and Zone B ABO compatible Statns Priority |
candidates 0-11 years old according to length of waiting time;

3. Combined local, Zone A_and Zone B ABO identical $tetns Priority 2
candidates 0-11 years old according to length of waiting time;

4. Combined local, Zone A and Zone B ABO compatible $tatus Priority, 2
candidates 0-11 years old according to length of waiting time;

5. Combined local and Zone A ABQO identical candidates 12 - 17 years
old according 1o Lung Allocation Score in descending order;

6. Combined Local and Zone A ABO compatible candidates 12 ~ 17 years

old according to Lung Allocation Score i descending order;
toxttoeaH BO-identical Hdates12 7 ok "

aceordingto-bung-AloeationScore-in-deseending-order;
Vit 7. NextHoeally-to Local ABO identical candidates 18 years old and older
according to Lung Allocation Score in descending order;

8. Next;loeally—to Local ABO compatible candidates 18 years old and
older according to Lung Allocation Score in descending order;
wii——Next—-to—-ABO—identical-eandidates—0——H—years—old—in—Zone—A
. 3 gEror e s oldin
i \ I’ i oo ;5 ) '
. '. ; ' 5 ! B g . | . l I' l 12 ]7 EiFS HI(; iﬁ réene q
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secording-to-bung-Atoeation-Seore-in-descending-order;
h————Next—&e—ABQ—eempaHble‘eandaéﬁes—p—w—yeem—ewﬂHene—A

Next-to /\B() identical candidates 18 ycdrs old and oldLr in Zone A
according to Lung Allocation Score in descending order;
Next-te ABO compatible candidates 18 years old and older in Zone A
accordm;: to Lung Allowuon Qwrc in descending ordu

November 17, 2009

; onothobd i .
Next—to ABO identical candidates 12 - 17 years old in Zone B
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 B
according to Lung Allocation Score in descending order;

Next-te ABO compatible candidates 18 years old and older in Zone B
according to Lung Allocation Score in descending order:
Next-to ABO identical Stes Priorily 1 candidates 0 -
Zone C according to length of time waiting;

Next~o ABO compatible Stetus Priority. |_candidates 0
in Zone C aceording to length of time waiting;

ABQ identical Status 2 candidates 0-11 years old_in Zone Caccording
to length of waiting time;

ABQ compatible et Priority 2 candidates 0-11 years old in Zone ¢
according to length of waiting time;

Next—to ABO identical candidates 12 17 years old in Zone
according to Lung Allocation Score in descending order;

Next—to ABO compatible candidates 12 - 17 years old in Zone ¢
according to Lung Allocation Score in descending order:

Next-to ABO identical candidates 18 years old and older old in Zone ¢
according to Lung Allocation Score in descending order:

MNext-to ABO compatible candidates 18 years old and older in Zone ¢
according to Lung Allocation Score in descending order;
Nexb-te ABO identical Stetws Priority 1 candidates 0
Zone D according to length of time waiting:

Nextto ABO compatible Statas riority | candidates 0

in /nnc 1) .mu)rdmg to lu)gth of time wi nlmg,

11 years old in

11 years old

11 years old in

Il years old

acu)rdmg to length ()l w‘utmL umL,
ABO compatible Status Priority 2 candidates 0-11 years old in Zone D
according to length of waiting time;
Next—te ABO identical candidates 12 - 17 years old in Zone D
according to Lung Allocation Score in descending order;
Next—te ABO compatible candidates 12 ~ 17 years old in Zone D
according to Lung Allocation Score in descending order;
Next—o ABO identical candidates 18 years old and older in Zone D
according to Lung Allocation Score in descending order; and
Next—te ABO compaltible candidates 18 years old and older in Zone D
according to Lung Allocation Score in descending order.
Next-to ABO identical Status Priority 1 candidates 0 — 11 years
old in Zone E according to length of time waiting;
Nextte ABO compatible Status Priority 1 candidates 0 -
old in Zone I according to length of time waiting;
ABO identical Stetus Priority 2 candidates 0-11 years old in Zone E
according to length of waiting time;
ABO compatible Status Priority 2 candidates 0-11 years old in Zone E
according to length of waiting time;
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=35, Next—to ABO identical candidates 12 — 17 years old in Zone E

according to Lung Allocation Score in descending order;

WHVH30. Mext+e ABO compatible candidates 12 — 17 years old in Zone E

according to Lung Allocation Score in descending order;

vt 37, Next—te ABO identical candidates 18 years old and older in Zone

E according to Lung Allocation Score in descending order; and

soowvi38, Mext—to ABO compatible candidates 18 years old and older in

Zone E according to Lung Allotation Score in descending order.

Lungs from donors 12 - 17 years old will first be offered to candidate-s 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, then to candidates in Zone
D and finally to candidates in Zone E. In each of those six geographic areas,
candidates will be grouped so that esndidates those who have an ABO blood

type that is identical to that of the eompatible-fbut-notidentical-with-that-afthe
donor are_ranked according (o applicable allocation priority; | Lhc lungs will be

I_MQ nmglluamgdiq CAI]_deme m_thal_ABQ LdCﬂILLdL JéL_IJM 'ymll be

allocated in descending order according to applicable allocation priority 1o the
remwinmLcandidalgb_jn 1lml_ggzgmp_his¢_anm_wlw Jhave a blood type that is

In summary, the allocation sequence for lungs from donors 12 - 17 years old is
as follows:

&1 KirstHoealy—to Local ABO identical candidates 12 - 17 years old
according to Lung Allocation Score in descending order;
H2. Next—loealy-to Local ABO (.()mpdllblb candidates 12 - 17 years old
according to Lung Allocation Score in descending order;
Hi=3. Mext—eeatly-te L.ocal ABO identical Status 1 candidates 0 - 11 years
old according to length of time waiting;
4. Local ABQ compatible Status lcandidates O 11 years old according
to length of time waiting:
S. Local ABO identical Status 2 candidates 0 -~ 11 years old according to
length of time waiting;
6 Local ABO compatible Status 2 candidates 0 11 years old according

to length of time waiting;
w7, Next-ocaly—to Local ABO identical candidates 18 years old and older
according to Lung Allocation Score in descending order;

wik8. Next—oeally—to Local ABO compatible candidates 18 years old and

older according to Lung Allocation Score in descending order;

w9, Next—te ABO identical candidates 12 ~ 17 years old in Zone A

according to Lung Allocation Score in descending order;

10. Next—to ABO compatible candidates 12 — 17 years old in Zone A
according to Lung Allocation Score in descending order;
w1l Next—to ABO identical statws Priority 1candidates 0 -- 11 years old in
Zone A according to length of time waiting;
*12. Mext—te ABO compatible Stetus Priority_lcandidates 0 - 11 years old
) -in Zone A according to length of time waiting;
a:13. ABO identical $tetus Priority 2 candidates 0 — 11 years old in Zone A

according to length of time waiting; )
14, ABO compatible $tatus Priority 2 candidates 0 — 11 years old in Zone
A according to length of time waiting;

*xh=]5. Next—o ABO identical candidates 18 years old and older in Zone A

according to Lung Allocation Score in descending order;

*v=16. 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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wxxt=33,
enti=34.
*xNxiv=d5,

XNNV=30,

it dg.

45.

Next—s ABO identical candidates 12 — 17 years old in zone B
according to Lung Allocation Score in descending order; .
Next—e ABO compatible candidates 12 - 17 years old in zone B
according to Lung Allocation Score in descending order;

Next—te ABO identical $tatus Priorjty candidates 0 — 11 years old in
Zone B according to length of time waiting;

Nesxt—to ABO compatible Status Priority_lcandidates 0 - 11 years old
in Zone B according to length of time waiting;

ABO identical Status Priority 2 candidates 0 —~ 11 years old in Zone B
according to length of time waiting;

ABO compatible $tetus Priority 2 candidates 0 — 11 years old in Zone
B according to length of time waiting;

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

Next—+o ABO compatible candidates 18 years old and older in Zone B
according to Lung Allocation Score in descending order;

Next—te ABO identical candidates 12 -+ 17 years old in zone €
according to Lung Allocation Score in descending order;

MNext—+o ABO compatible candidates 12 ~ 17 years old in zone C
according to Lung Allocation Score in descending order;

Next—te ABO identical S8 Priority 1 candidates 0 - 11 years old in
Zone C according to length of time waiting;

Next—e ABO compatible Status Priority 1 candidates 0 11 years old
in Zone C according to length of time waiting;

ABQ identical Stetus Priority 2 candidates 0 - 11 years old in Zone ¢
according to length of time waiting;

ABO computible $tatws Priority 2 candidates 0 11 years old in Zone
C according to length of time wailing;

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

Next—to ABO compatible candidates 18 years old and older in Zone C
according to Lung Allocation Score in descending order;

Next—te ABO identical candidates 12 17 years okl in zone D
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;

Next-te ABO identical Statas Priority_lcandidates 0 - 11 years old in
Zone D according to length of time waiting;

Next—to ABO compatible Stedss Prionity, I candidates 0 11 years old
in Zone D according to length of time waiting;:

ABO identical Stetns Priority 2 candidates 0 - 11 years old in Zone D
according to length of time waiting;

ABO compatible $stas Priority 2 candidates 0 11 years old in Zone
D according to length of time waiting;

Next—te 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 ulder in Zone D
according to Lung Allocation Score in descending order.

Next—e ABO identical candidates 12 -~ 17 years old in Zone E
according to Lung Allocation Score in descending order;

Next-to ABO compatible candidates 12 - 17 years old in Zone I
according to Lung Allocation Score in descending order;

Next-to ABO identical Swtus Priority, | candidates 0 - 11 years

old in Zone E according to length of time waiting;

Nexto ABO compatible Stetus Priority | candidates 0 - 11 years

old in Zone E according to length of time waiting;

ABO identical Stetes Priority 2 candidates 0 — 11 years old in Zone E
according to length of time waiting;
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ABO compatible Stetss Priority 2 candidates 0 — 11 years old in Zone
E according to length of time waiting;

Next;to ABO identical candidates 18 ycars old and older in Zone

E according to Lung Allocation Score in descending order; and
Next—te ABO compalible candidates 18 ycars old and older in
Zone E according to Lung Allocation Score in descending order.

NOTE: The amendments to Policy 3.7.11 (Sequence of Adult Donor Lung Allocation) and Policy
3.7.11.1 (Sequence of Pediatric Donor Lung Allocation) shall be implemented pending
distribution of appropriate notice and programming in UNet*™. (Double_lines_and_double
strikeouts were added and approved at the June 23, 2009 Board of Directors Meeting.)

NOTE: The amendments to Policy 3.7.11 (Sequence of Adult Donor Lung Allocation) and Policy
3.7.11.1 (Sequence of Pediatric Donor Lung Allocation) shall be implemented pending
distribution of appropriate notice and programming in UNet™, (Approved at the June 20, 2008
Board of Directors Meeting.)

3.7.12 Minimum Information for Thoracic Organ Offers.

3.7.12.1 Essential Information. The Host OPO or donor center must provide the
following donor information to the recipient center with cach thoracic organ

offer:

(i)
(i)
(iii)
(iv)
(

v).

(vi)

(vit) *

(viii}
(ix)
(x)

(xi)

The causc of brain death;

The details of any documented cardiac arrest or hypotensive episodes:
Vital signs including blood pressure, heart rate and temperature;
Cardiopulmonary, social, and drug activity historics;

Pre- or post-transfusion  serologies as indicated in 2.2.7.1 (pre-
transfusion preferred),

Accurate height, weight, age and sex;

ABO type;

Interpreted electrocardiogram and chest radiograph:

History of treatment in hospital including vasopressors and hydration;
Arterial blood gas results and ventilator settings; and
lichocardiogram, if the donor hospital has the facilities.

Jhe thoracic organ procurement team must have the opportunity to speak
dircetly with responsible 1CU personnel or the on-site donor coordinator .in
order to obtain current lirst-hand information about the donor physiology.

3.7.12.2 Desirable Information for Heart Offers. With cach heart offer, the donor

center is encouraged to provide the recipient center with the following
information:

)

(ii)
(iii)
(iv)

Coronary angiography for male donors over the age of 40 and female
donors over the age of 45;

CVP or Swan Ganz instrumentation;

Cardiology consult; and

Cardiac enzymes including CPK isoenzymes.

With each heart offer, it is reasonable for the transplanting center to request a
heart catheterization of the donor where the donor history reveals onc or more
of the following:

November 17, 2009

(a)  The donor is a male over the age of 40 or a female over the age
of 45; .
(b)  Segmental wall motion abnormality;
(c)  Troponin clevation;
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(d)  History of chest pain;
(¢)  Abnormal EKG consistent with ischemia or myocardial
infarction; or
() Two or more of the following:
i. History of hypertension
ii. History of significant smoking
ili.  Intra-cerebral bleed
iv.  Strong family history of coronary artery disease
v. History of Hyperlipidemia
vi. History of diabetes
vii. History of cocaine or amphetamine use

3.7.12.3  Essential Information for Lung Offers. In addition to the essential
information specified above for a thoracic organ offer, the Host OPO or donor
center shall provide the following specific information with each lung offer:

{(h Arterial blood gases on 5 em/HL0/PEEP including POL/FIO, ratio and
preferably 100% FiO, within 2 hours prior to the offer:

(i) Bronchoscopy results. Bronchoscopy of a lung donor is recognized as
an important clement of donor evaluation, and should be arranged by
the Host OPO or donor center. 1 the Host OPO or donor center lacks
the personnet and/or technical capabilities o comply. the bronchoscopy
responsibility will be that of the recipient center. The inability of the
Host OPO or donor center to perform a bronchoscopy must be
documented.  Confirmatory bronchoscopy may be performed by the
lung retrieval team provided unreasonable delays are avoided. A lung
transplant  program may not insist upon  performing its own
bronchoscopy before being subject to the 60 minute response time limit
as specitied in Policy 3.4.1;

tiii)  Chest radiograph interpreted by o radiologist or qualified physician
within 3 hours prior to the offer;

{iv)  Sputum gram stain with a description of the sputum character: and
(v)  Smoking history.

3.7.12.4  Desirable Information for Lung Offers. With cach lung offer, the Host
OPO or donor center is encouraged o provide the recipient center with the
following information:
(i) Mycology smeur; and
(il) Measurement of chest circumference in inches or centimeters at the
level of the nipples and x-ray measurement vertically from the apex of
the chest to the apex of the diaphragm and transverse at the fevel of the
diaphragm, if requested.

Status 1 _Listing Verification. A transplant center which has demonstrated
noncompliance with the Status [ criteria specified in Policy 3.7.3 (Primary Allocation
Criteria) for heart candidate registration shall be audited on a random basis and any
recurrence of noncompliance will result in a recommendation to the Membership and
Professional Standards Committee and Executive Committee that further Status 1 heart
candidate registrations from that center shall be subject to verification by OPTN
contractor of the candidates' medical status prior to their Status 1 placement on the
Waiting List for a period of one year.,

Removal of Thoracic Organ Transplant Candidates from_Thoracic Organ Waiting

Lists When Transplanted or Deceased. If a heart, lung, or heart-lung transplant

candidate on the Waiting List has received a transplant from a deceased or living donor,
3.7-31




3.7.15

3.7.16

3.7.17
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or has died whilc awaiting a transplant, the listing center, or centers if the candidate is
multiple listed, shall immediately remove that candidate from all Thoracic Organ Waiting
Lists for that transplanted organ and shall notify the OPTN contractor within 24 hours of
the event. If the thoracic organ recipient is again added to a Thoracic Organ Waiting
List, waiting time shall begin as of the date and time the candidate is relisted.

Local Conflicts Involving Thoracic Organ Allocation. Regarding aflocation of hearts,
lungs and heart-lung combinations, locally unresolvable inequities or conflicts that arise
from prevailing OPO policies may be submitted by any interested local member for
revicw and adjudication to the Thoracic Organ Transplantation Committec and the Board
of Dircctors.

Allocation of Domino Donor Hearts. A domino heart transplant occurs when the native
heart of a combined heart-lung transplant recipient is procured and transplanted into a
candidate who requires an isolated heart transplant. First consideration for donor hearts
procured for this purpose will be given to the candidates of the participating transplant
program from which the native heart was procured. If the program clects not to usc the
heart, then the heart will be allocated according to Policy 3.7, or an approved variance to
this policy. For the purpose of Policy 3.7.16, the Local Unit of allocation for the domino
heart shall be defined as the CMS-designated service area of the QPO where the domino
heart is procured.

Crossmatching for Thoracie Organs. The transplant program and its histocompatibility
laboratory must have a joint written policy that states when a crossmatch is necessary.
Guidelines for policy development, including assigning risk and timing of crossmatch
testing, are set out in Appendix D of Policy 3.
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EXECUTIVE SUMMARY
OF THE MINUTES
OPTN/UNOS BOARD OF DIRECTORS MEETING

June 19-20, 2008
Richmond, Virginia

Dr. Pruett called the meeting to order at 3:00 p.m. on June 19, 2008. A quorum was present, and
33 of the Board members were in attendance during the meeting.

The Board appointed Dolph Chianchiano, J.D. to fill the vacancy created by the passing of Flora
Solarz, M.P.S., ATR, representing the General Public category on the Board of Directors.

The Board approved several resolutions contained in the Consent Agenda in a single vote. The
subject of the various individual resolutions follows here:

1. The Board approved modifications to the Bylaws Appendix B, Attachment |1,
Scction XHI (Transplant Programs), D (2) and (4) (Designated Transplant Program
Criteria), to require written notification (or disclosures) to living Kidney and liver donors
from recipient transplant programs.

2. The Board approved the minutes of the February 20-21, 2008, Mceting of the
Board of Directors in Orlando, Florida.

3. The Board approved moditications to Policy 3.6.4.1 (Adult Candidate Status) to
clarify that CVVHD (continuous veno-venous hemofiltration) is a “form of dialysis™ for
the purpose of caleulating MELD score.

4. The Board approved modifications to the Bylaws, Appendix B, Attachment I,
Section XHI, D, (4) (Liver Transplant Programs that Perform Living Donor Liver
Transplants) to clarify that a center is expected to inactivate or stop performing living
donor transplants if the applicable Bylaw requirements are not met by the end of the
conditional approval period.

5. The Board approved modifications to Policy 5.5 (Standard Organ Packaging
Specifications) to define “a plastic bag” as “a red plastic biohazard bag” and to promote
consistency within the policies.

Following passage of the Consent Agenda, the Board approved the OPTN 2009 Operating
Budget and an increase in the Registration Fee to $547 based upon the projected level of
operational activities.

The Board approved the 2007 audited financial statements for OPTN Operations and the related
OMB Circular A-133 compliance audit for the year ended September 30, 2007.



The Board approved modifications to Policy 3.5.3 (Mandatory Sharing of Zero Antigen
Mismatch Kidneys) that will eliminate mandatory sharing of kidneys at the regional and national
levels for adult candidates who have a sensitization level (PRA or CPRA) less than 20%.

The Board approved modifications to Policies 3.5.3.5 (Time Limit); 3.8.1.7.1 (Organ Offer
Limit); and 7.6.1.2 (Validation of Offers) to clarify the time limits for offering zero antigen
mismatched kidneys, with additional amendments to specity that the Host OPO must, rather than
may, either allocate the organ according to the standard geographic sequence of kidney and
pancreas allocation or allocate the organ(s) for the remaining zero antigen mismatched potential
recipients.

The Board approved modifications to Policy 3.8.8 (Waiting Time Reinstatement for Pancreas
Recipients) to allow the Organ Center to reinstate a pancreas recipient’s waiting time after the
recipient’s graft had failed but before a pancreatectomy was performed.

The Board of Dircctors approved modifications to the Bylaws Appendix A, Sections 3.01A and
5.05A, and new Scction 5.07A, regarding restoration of full membership privileges following an
adverse action, with additional amendments to Section 5.07A to clarity the section further. The
purpose of the proposal is two-fold: to better define how a Member may be considered for
restoration of full membership privileges. and to clarify the way to move from “Member Not in
Good Standing™ to a lesser action, such as Probation,

The Board approved modifications to Policies 3.6 (Allocation of Livers) and 3.11.4.2 (Combined
Liver-Intestinal Organs from Donors 0-10 Years of Age), which will extend offers nationally to
all 0-11 year old Status 1A pediatric liver and combined liver-intestine candidates before making
local adult Status 1A offers for the 0-10 donor age group in order to reduce pediatric waiting list
mortality.

The Board approved modifications to Policies 3.7.6.2 (Candidates Age 0-11), 3.7.11 (Sequence
of Adult Donor Lung Allocation). and 3.7.11.1 (Sequence of Pediatric Donor Lung Allocation),
which will allow the creation of a stratified allocation system for 0-11year-old lung candidates to
improve access to organs for the sickest candidates by more broadly sharing young pediatric
donor lungs to reduce pediatric waiting list mortality.

The Board approved modifications to Policies 3.7.5 (Allocation of Adolescent Donor Hearts to
Pediatric Heart Candidates) and 3.7.10.1 (Sequence of Adolescent Donor Heart Allocation),
which incorporate all pediatric donor hearts into the current adolescent algorithm and share these
hearts more broadly to the sickest candidates to reduce pediatric waiting list mortality.

The Board tabled a proposed statement acknowledging that living-related organ donation from
persons currently incarcerated is ethical and should be permissible under certain circumstances
pending review by the Living Donor Committee.

The Board approved non-substantive modifications to the OPTN Charter to remove language
that unnecessarily referenced expired OPTN contracts.

3]



The Board ratified Executive Committee-approved modifications to Policies 4.6 (Screening
Potential Organ Donors for Transmission of Diseases or Medical Conditions, Including
Malignancies) and 2.2 (Evaluation of Potential Donors) to specify that donors may be tested for
transmissible diseases using FDA-licensed, approved, or cleared serological tests capable of
determining whether the donor is or has been infected with these specific diseases.

The Board ratified Executive Committee-approved modifications to Policy 3.2.1.2 (Prohibition
of Access by Non Members) to clarify appropriate access to UNet™, including the requirement
to have a data use agreecment with third parties to whom the member has granted access to
UNet™,

The Board resolved to support efforts by the Association ol Organ Procurement Organizations'
(AOPO) to encourage the Centers for Disease Control and Prevention (CDC) to develop an
updated and comprehensive definition of “high risk donor” for organs recovered for
transplantation.

The Board approved modifications the Bylaws Article 1 (Members), Article II (Board of
Directors), and Article VI (Oftficers) that would permit cach lHistocompatibility Laboratory and
Medical/Scientific Member to reccive one vote in the OPTN/UNOS matters and remove the
need for separate national elections for both the Histocompatibility Member and
Medical/Scientific Member electors. The MPSC will consider whether to retain the elector
system that remains for Public Organization Members and Individual Members.

The Board approved a pilot program for a national Kidney Paired Donation System (KPD).
Pr ptlot prog y y

The Board approved modifications to Policies 3.11.4 (Combined Intestine-Liver Candidates);
3.9.3 (Organ Allocation to Multiple Organ Transplant Candidates); and 3.6.4.8 (Combined
Liver-Intestine Allocation) to eliminate potential confusion about which match run to use for the
allocation of combined liver-intestine grafts.

The Board referred a proposed Statement on Organ Trafficking back to the Ethics Committee for
further review in light of the recent Istanbul conference on organ transplantation.
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PEDIATRIC HEART TRANSPLANTS (1/1995-6/2007)
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PEDIATRIC HEART TRANSPLANTS (7/1996-6/2003)
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ADULT HEART TRANSPLANTS (1/2002-6/2007)
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ADULT HEART TRANSPLANTS (1/2000-6/2003)
Relative Risk of 5§ Year Mortality with 95% Confidence Limits
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(2.54) (6.20) 0.79) (0.78) (0.64) (5.54) (5.55) (137 (0.98)
30~39 100 171 35.42 171.54 452 443 385 85.22 87.06 508 2.34
(2.75) (5.38) (0.68) (0.68) (0.58) (457) (4.24) (1.08) (087)
40~49 92 158 44.99 170.21 429 4.20 362 84.59 86.41 507 1.98
(296) (5.79) (0.53) (0.53) (0.43) (4.85) (4.95) (1.08) (0.67)
50~-59 112 19.2 54.33 167.82 393 381 3.22 82.05 84.65 4.49 1.64
(287) (6.92) (0.54) (0.54) (0.49) (6.36) (6.12) (1.08) (0.66)
60~69 66 11.3 64.66 163.73 3.68 357 288 78.49 80.96 3.73 1.19
(283) (483) (0.54) (0.55) 039 (5.88) (6.72) (1.14) (0.62)
0~79 48 8.2 74.58 160.82 3.22 3n 2.39 74.42 77.43 2.75 0.85
(2.84) (7.05) (0.58) 0.62) (0.48) (957) (9.78) (114 (0.44)
80~ 47 8.0 84.47 156.80 284 279 219 76.57 78.25 2.53 0.79
(3.88) (8.60) (0.53) (0.56) (0.49) (9.28) (8.30) (0.95) (0.52)
Ltk
18-~29 101 8.2 23.52 157 86 338 3.33 2.99 88.68 #9.83 4.34 2.09
(231) 6.21) (0.52) 0.52) (0.44) (6.00) (592) (1.03) (0.69)
30~39 108 8.8 35.51 158.07 3.23 415 274 85.07 87.20 3.80 1.77
(3.00) (542) (0.45) (0.43) 0.37) (6.64) (634) (1.05) (0.58)
40~ 149 178 14.5 44.82 156.89 3.04 2497 2.56 84.40 86.47 3.75 143
(2.89) (5.58) (0.41) 0.41) (0.36) (5.44) (595) 097 (0.56)
50~59 196 16.0 53.66 154.00 280 2.69 2.29 82.20 85.57 3.40 1.24
(2.78) (1.62) 037 0.4 0.29) (5.84) (6.29) (0.98) (0.54)
60~69 194 158 65.86 150.67 252 2.45 199 79.06 81.33 2.87 0.88
(269) (1.99) (03D (0.10) (0.31) (6.69 (6.38) (0.89) (0.46)
0~79 264 215 74.16 147.42 218 211 1.65 75.42 78.44 2.32 0.66
(2.98) (579 (0.43) 044 (0.35) (8.18) (R03) (08D (0.34)
80~ 186 15.2 84.17 143.58 1.86 177 1.36 72.96 7705 1.88 0.54
B (3.42) (6.50) (0.38) (0.39) (0.3 (9.28) (9.72) (0.89) (0.34)
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18~29 9 55 2457 171.09 89,51 42.43 25.25 9.37
(299 (591) (517 (3.50) (2.10) (7.15)
3039 14 85 35.85 172.20 86.02 42,02 2136 13.35
(2.76) (8.03) (7.69) (3.48) (1.29) (7.06)
40~49 24 14.6 4417 169.48 85.20 41.58 2075 11.71
(2.68) (6.89) (7.45) (299) (1.92) (8.13)
50~ 59 33 201 55.27 164.64 8222 42.51 25.34 16.57
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