OPTN/UNOS Policy Notice
Changes to HCC Criteria for Auto
Approval

Sponsoring Committee: Liver and Intestinal Organ Transplantation

Policy/Bylaws Affected: Policy 9.3.F: Candidates with Hepatocellular
Carcinoma (HCC)

Public Comment: August 2016

Effective Date: Upon implementation and notice to members

Problem Statement
The model for end-stage liver disease (MELD) allocation policy provides “exception” scores for patients
with hepatocellular carcinoma (HCC). Candidates with a MELD score exception for HCC receive
increased priority on the liver waiting list. Therefore, policy must appropriately balance prioritization
between HCC candidates and non-HCC candidates, as well as prioritization among HCC candidates.

Current HCC exceptions policy does not adequately filter HCC candidates whose characteristics indicate
poor post-transplantation outcomes. Current policy excludes candidates outside the T2 definition of
lesions from automatic exception points. There is, however, a subset of HCC candidates within T2
(specifically those with a high alpha-fetoprotein (AFP)) that exhibits characteristics suggesting a high
probability of post-transplant recurrence or mortality.

Current policy excludes candidates that initially present outside of automatic approval criteria, but could
benefit from transplant. The downstaging of HCC lesions involves decreasing the size of the lesion using
local-regional treatment, specifically to reach the eligibility criteria for liver transplant. Data suggests that
HCC candidates successfully downstaged to within T2 exhibit a low rate of HCC recurrence and have
excellent post-transplant survival, comparable to those meeting T2 without downstaging. Current policy
does not describe eligibility criteria for candidates suitable for HCC downstaging through local-regional
treatment.

Summary of Changes
This proposal contains two primary policy changes:

1. Candidates with lesions meeting T2 criteria but with an AFP greater than 1000 are not initially
eligible for a standardized MELD exception. If these lesions fall below 500 after local-regional
therapy, the candidate is eligible for a standardized MELD exception. Candidates with an AFP
level greater than or equal to 500 at any time following local-regional therapy will be referred to
the review board.

2. The policy addition describes the eligibility criteria for being included in the downstaging protocol.
Candidates meeting the criteria will be eligible for automatic priority after they’ve had local-
regional treatment, and if their residual lesions fall within T2 criteria.

The transplant program will be required to submit an updated exception request at the time of extension
indicating that their candidate still meets the initial eligibility criteria. This ensures that at the time of
extension, their candidate continues to meet the criteria that initially qualified them for MELD exception
points.

Current policy contains recommendations on the imaging characteristics used for CT scans and MRIs
performed for a HCC MELD or PELD score exception. We will remove those recommendations from
policy and add them to the forthcoming HCC guidance document.
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What Members Need to Do

Transplant hospitals need to be aware of the new criteria for automatic approval of HCC exception

requests.

Affected Policy Language:

New language is underlined (example) and language that is removed is struck through (example).

9.3.F Candldates W|th Hepatocellular Carcmoma (HCC)

Upon subm|SS|on of the flrst exceptlon request a candidate that is:

At least 18 years old with Hepatocellular Carcinoma (HCC) and meets the criteria according
to Policies 9.3.F.i through vi will receive a MELD score according to Table 9-4: Exception
Score Assignment for Candidates at least 18 Years Old upon Submission of Initial Exception
Request.

Twelve to 17 years old, and the Regional Review Board (RRB) has determined that the
candidate’s calculated MELD score does not reflect the candidate’s medical urgency, will be
listed at a MELD score of 28.

Less than 12 years old, and the RRB has determined that the candidate’s calculated MELD
score does not reflect the candidate’s medical urgency, will be listed at a PELD score of 41.

9.3.F.it Initial Assessment ferRegistration and Requirements
for HCC Exception Requests

Prior to applying for a standardized MELD exception, the candidate must undergo a
thorough assessment that includes all of the following:

1. An evaluation of the number and size of tumers-lesions before local-regional
therapy that meet Class 5 criteria using a dynamic contrast enhanced computed
tomography (CT) or magnet|c resonance |mag|ng (MRI)

CT of the chest to rule out metastatlc disease

3. ACTofthechesttoruleoutmetastatic-disease—A CT or MRI to rule out any
other sites of extrahepatic spread or macrovascular involvement

An indication that the candidate is not eligible for resection

An indication whether the candidate has undergone local-regional therapy
56 The candidate’s alpha-fetoprotein_(AFP) level

o

The transplant hospital must maintain documentation of the radiologic images and
assessments of all OPTN Class 5 lesions in the candidate’s medical record. If growth
criteria are used to classify a lesion as HCC, the radiology report must contain the
prior and current dates of imaging, type of imaging, and measurements of the lesion.

For those candidates who receive a liver transplant while receiving additional priority
under the HCC exception criteria, the transplant hospital must submit the Post-
Transplant Explant Pathology Form to the OPTN Contractor within 60 days of
transplant. If the pathology report does not show evidence of HCC, the transplant
hospital must also submit documentation or imaging studies confirming HCC at the
time of assignment. The Liver and Intestinal Organ Transplantation Committee will
review a transplant hospital when more than 10 percent of the HCC cases in a one-
year period are not supported by the required pathologic confirmation or submission
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of clinical information.

9.3.F.ii Ellglble Candidates Deflnltlon of T2 Lesions

: Candidates who initially present with
T2 HCC lesions are eligible for a standardized MELD exception if they have an
alpha-fetoprotein (AFP) level less than 1000 ng/mL and either of the following:

e One lesion greater than or equal to 2 cm and less than or equal to 5 cm in size.
e Two or three lesions each greater than or equal to 1 cm and less than or equal to
3 cmin size.

9.3.F.iii Lesions Eligible for Downstaging Protocols

Candidates are eligible for inclusion in a downstaging protocol if they initially present
with lesions that meet one of the following criteria:

One lesion greater than 5 cm and less than or equal to 8 cm

Two or three lesions each less than 5 cm and a total diameter of all lesions less
than or equal to 8 cm

Four or five lesions each less than 3 cm and a total diameter of all lesions less
than or equal to 8 cm

For candidates who meet the downstaging criteria and then complete local-regional
therapy, their residual lesions must subsequently meet the requirements for T2
lesions according to Policy 9.3.F.ii: Eligible Candidates Definition of T2 Lesions to be
eligible for a standardized MELD exception. Downstaging to meet eligibility
requirements for T2 lesions must be demonstrated by CT or MRI performed after
local-regional treatment. Candidates with lesions that do not initially meet the
downstaging protocol inclusion criteria who are later downstaged and then meet
eligibility for T2 lesions are not automatically eligible for a standardized MELD
exception and must be referred to the RRB for consideration of a MELD exception.

9.3.F.iv Candidates with Alpha-fetoprotein (AFP) Levels Greater
than 1000

Candidates with lesions meeting T2 criteria according to Policy 9.3.F.ii Eligible
Candidates Definition of T2 Lesions but with an alpha-fetoprotein (AFP) level greater
than 1000 ng/mL may be treated with local-regional therapy. If the candidate’s AFP
level falls below 500 ng/mL after treatment, they are eligible for a standardized MELD
exception. Candidates with an AFP level greater or equal to 500 ng/mL following
local-regional therapy at any time must be referred to the RRB for consideration of a
MELD exception.

9.3.F.#Hv Requirementseommended Minimum-Specifications for

Dynamic Contrast-enhanced CT or MRI of the Liver

CT scans and MRIs performed for a Hepatocellular Carcinoma (HCC) MELD or
PELD score exception application request should-meetthecriteria-inTable-9-3-and
Table-9-4 and must be interpreted by a radiologist at a transplant hospital. If the scan
is inadequate or incomplete then the lesion will be classified as OPTN Class 0 and
imaging must be repeated or completed to receive an HCC MELD/{ or PELD
exception.
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9.3.F.ivwvi Imaging Requirements for Class 5 Lesions

Nodules Lesions found on |mages of C|rrhot|c livers are classmed accordmg to Table

Table 9-53: Classification System for NedulesLesions Seen on Imaging of Cirrhotic Livers

Class Description

0 Incomplete or technically inadequate study

5A Must meet all of the following:

1. Singlenodule Maximum diameter of at least 21 cm and less than<
2 cm—The-maximum-diameter-of-lesions-should-be, as measured on
late arterial or portal phase images.

2. Increased contrast enhancement, relative to hepatic parenchyma,

on late arterial phase {relative-to-hepaticparenchyma).
3. Either of the following:

e Washout during the later contrast phases and peripheral rim

enhancement {capsule/pseudocapsule) on delayed phase-er

e abBiopsy {(A-pre-listing biopsy-is-noet-mandatory)

5A-g Must meet all of the following:

(growth) 1. Single-nedule Maximum diameter of at least 21 cm and less than<
2 cm-—Fhe-maximum-diameter-of-lesions-should-be, as measured on
late arterial or portal phase images.

2. Increased contrast enhancement, relative to hepatic parenchyma,
on late arterial phase-{relative-to hepaticparenchyma).

3. Growth-(mMaximum diameter increase)}-by of at least 50%-ormeore
documented on serial MRI or CT obtained < at least 6 months
apart. Growth-criteria-do-not-apply-to-ablated-esions:

5B Must meet all of the following:

1. Single-nodule-Maximum diameter of at least = 2 cm and less than or

equal to £ 5 cm—The-maximum-diameteroflesions-should-be, as
measured on late arterial or portal phase images.

2. Increased contrast enhancement, relative to hepatic parenchyma,

on late hepatic arterial images-{relative-to-hepatic-parenchyma).

3. One of the following:

a. Washout on portal venous/delayed phase.

b. Latecapsule-orpseudocapsule Peripheral rim enhancement.

c. Growth-tmMaximum diameter increase, in the absence of
ablative-therapy) ablation, by 50% or more and documented on
serial MRI or CT obtained < at least 6 months apart. Serial
imaging and measurements must be performed on
corresponding contrast phases-with-the-same-modality-preferred-
C h eriteria.d | iously ablated lesions.

d. Biopsy.-A-pre-listing-biopsy-is not mandatory-




Class Description

5T (Freated) | Any OPTN-Class 5 5A, 5A-q, 5B-or-biopsy-proven-HCC lesion that
was automatically approved upon initial application request or
extension and has subsequently undergone-loco-regional
treafementbeen ablated. QRIN—QJass%Lne@&le&qual#y#epeenﬂnued

106
107

108
109
110
111
112
113

114 9.3 Fvi-Candidates Not-Meeting-Criterta{Class 5X)
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122 9.3.F.vii Extensions of HCC Exceptions

123 In order for a candidate to maintain an HEG approved exception for HCC, the

124 transplant program must submit an updated MELD/PELD Exception Score Request

125 Form MELD/PELD-exception-application every three months. The candidate will

126 rece|ve the addltlonal priority as Ionq as they contmue to meet initial eI|Q|b|I|tv criteria.
127
128
129
130 Exception scores for candidates that were at least 18 years old upon submission of
131 their initial exception request are assigned according to Table 9-4 below. The

132 candidate’s MELD exception score will be capped at 34.
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Table 9-4: Exception Score Assignment for Candidates at least 18 Years Old upon

Submission of Initial Exception Request
Exception Request MELD Exception Score

Initial Calculated MELD score
1st extension Calculated MELD score
2" extension 28
3" extension 30
4™ extension 32
5th extension and all subseguent extensions | 34

If a candidate was less than 18 years old upon submission of their initial exception
request, the candidate will receive additional MELD or PELD points equivalent to a
10 percentage point increase in the candidate’s mortality risk every three months
according to Table 9-5 below.

Table 9-5: First Seven Exception Score Assignments for Candidates less than 18 Years

Old upon Submission of Initial Exception Request
Exception Request MELD or PELD Exception Score

Initial MELD 28 or PELD 41
15t extension MELD 30 or PELD 44
2"d extension MELD 32 or PELD 47
3'd extension MELD 34 or PELD 50
4 extension MELD 36 or PELD 53
5th extension MELD 39 or PELD 56
6th extension MELD 40 or PELD 60

To receive the extension, the transplant program must submit an updated
MELD/PELD Exception Score Request Form MELD-exception that contains all of the
following:

1.

application-with-aAn updated narrative
2. Document the tumor using a CT or MRI
3. Specify the type of treatment if the number of tumors decreased since the last

application-request:
4. The candidate’s alpha-fetoprotein (AFP) level

scans-are-notrequired-after-the-initial-applicationis-approved-If a candidate’s tumors
have been resected since the previous application-request, then the transplant
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program must submit an updated MELD/PELD Exception Score Request Form the
extension-application to its the RRB for prospective review.

Candidates with Class 5T lesions will receive a MELD or PELD equivalent to a 10
percentage point increase in the candidate’s mortality risk every three months,
without RRB review, even if the estimated size of residual viable tumors falls below
stage T2 criteria due to ablative therapy.

9.3.F.viii Appeal for Candidates not Meeting Criteria

If the RRB denies the initial HCC MELD/PELD Exception Score Request Form
exception-application, the transplant program may appeal to the RRB, but the
candidate will not receive the additional MELD or PELD priority until approved by the
RRB. The RRB will may refer the matter to the Liver and Intestinal Organ
Transplantation Committee for further review and possible action if the RRB finds the
transplant program to be noncompliant with these Policies.

Applications Requests and appeals not resolved by the RRB within 21 days will be
referred to the Liver and Intestinal Organ Transplantation Committee for review. The
Liver and Intestinal Organ Transplantation Committee may refer these matters to the
MPSC for appropriate action according to Appendix L of the OPTN Bylaws.
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