At-a-Glance

e Proposal to Clarify and Improve Variance Policies

e Affected/Proposed Policies: 3.1 (Definitions), 3.4.7 — 3.4.10.5 (Application, Review, Dissolution,
and Modification Processes for a Variance), 3.5.6.1 (Local Allocation), 3.6 (Allocation of Livers),
and 3.7.1 (Exceptions)

e Policy Oversight Committee (POC)

The OPTN Contractor has initiated a plain language rewrite of the OPTN policies and bylaws.
During the evaluation of the policies it was noted that significant changes to the variance
policies were needed in order for members to better comply with the variance policies, create
uniformity in how members apply for any type of variance, and promote reliability in the
category of information provided with each variance application. As such, the following
modifications are proposed:

o Elaboration of existing variance policies to provide clearer guidance to the community on
how to apply for, modify, or dissolve a variance;

o Gathering all requirements into one policy category for the variance application, review,
approval, modification, dissolution, and appeal processes;

o Eliminating redundancy in existing variance policies; and,

o Rewriting the variance policies using plain language.

Note: The modifications do not impact the current operation of existing variances.

o Affected group
OPTN Members
General Public, Candidates
Recipients
Donors

¢ Number of Potential Candidates Affected
While variances do affect candidates, the proposed language changes do not impact candidates.

e Compliance with OPTN Strategic Goals and Final Rule
Depending on the type of variance submitted by the member, current and proposed variance
policies have the potential to impact the Program Goals of the Health and Human Services
(HHS), and the OPTN Strategic Plan.

e Specific Requests for Comment
Does the plain language rewrite and reorganization make the policies easier to understand while
retaining the existing intent?




Proposal to Clarify and Improve Variance Policies

Affected/Proposed Policies: 3.1 (Definitions), 3.4.7 — 3.4.10.5 (Application, Review, Dissolution, and
Modification Processes for a Variance), 3.5.6.1 (Local Allocation), 3.6 (Allocation of Livers), and 3.7.1
(Exceptions)

Policy Oversight Committee
Summary and Goals of the Proposal:

A variance is a policy experiment conducted by a member of the Organ Procurement and
Transplantation Network (OPTN) to improve organ procurement and allocation. The OPTN Contractor
manages the national organ procurement and organ allocation system and evaluates each variance for
its use in national policy. Policies to create and evaluate variances exist; however, as currently written
they are difficult to interpret. The proposed modifications make it easier for members to comply with
the variance policies; enable the OPTN Contractor to evaluate a variance for national use; create
uniformity in how members apply for any type of variance; and, promote reliability in the category of
information provided with each variance application. As such, the POC is proposing the following policy
modifications:

e Elaboration of existing variance policies to provide clearer guidance to the community on how
to apply for, modify, or dissolve a variance;

e Gathering all requirements into one policy category for the variance application, review,
approval, modification, dissolution, and appeal processes;

e Eliminating redundancy in existing variance policies; and

e Rewriting the variance policies using plain language.

Background and Significance of the Proposal:

In 2006 and 2008, UNOS surveyed OPTN members for feedback on a variety of issues as they relate to
the efforts of the OPTN contractor. UNOS received over 2,000 individual responses for the 2006 survey,
and over 1,500 individual responses for the 2008 survey. A significant number of the remarks alluded to
confusing and complicated OPTN policies. Listed below are a few of the comments received:

e  “The regional variances are not well understood.”

e “Provide policy language in plain language. It's too legalistic to really derive meaning and
application.”

e “Write in plain language that all members can understand.”

e  “Sometimes the government language is a bit obscure, if things were explained in the manner
they would be in a conversation it would be easier to understand.”

e “I think that the rules and regulations should be less complicated. They should be clear and easy
to follow.”

To address the concerns, UNOS initiated a “rewrite” project to rewrite OPTN bylaws and policies into
plain language and to organize them logically. Following the plain language rewrite and reorganization,
the plan is to send the changes out in their entirety during a special public comment period in 2012.
However, if during the evaluation and rewrite of the policies there are areas identified that require



significant changes or change the intent of the policies, then the proposed changes will follow the
standard policy development process.

Variance Policies

Beginning in 2005, UNOS catalogued each existing variance and its status (e.g., approved by the Board,
implemented in UNet™, etc.). In 2008, as part of this effort, UNOS developed a variance application
based on the content of the variance policies and the OPTN Final Rule. This application standardized the
information required and the process for describing an existing variance or submitting an application for
a new variance. UNOS requested all members with a variance to submit a completed application for
each. In the application, members needed to indicate whether they intended on retaining, modifying, or
dissolving the variance. The application has been modified based on the changes to policy and can be
found in Appendix A. Please note that the application is included for “informational purposes only.”

The current policies that address variances’ are repetitive and not well-organized in content. As
indicated earlier, OPTN member surveys conducted by UNOS indicate that these policies, in general, are
written in a style sometimes difficult to understand. As a result, it is possible that the organization and
content of the current variance policies pose compliance challenges for the OPTN Contractor in
evaluating a given variance for its use in national policy. Additionally, there are a significant number of
variances and to date the OPTN Contractor has not incorporated these variances in national policy.

The modifications proposed in this document do not change the intent of the variance policies, but do
present new information and a reference to “other variances.” Please note that the modifications do
not impact the current operation of existing variances. There exist, roughly, three different paths within
the variance policies. The paths are similar but each one omits or contains extra components. The goal
of this proposal is for all variances to follow the same path. The proposed policy modifications set clear
expectations of the member and the OPTN Contractor on the variance application, review, and appeal
processes. The proposed modifications retain some of the existing policy numbers, present policy
written in plain language, and eliminate redundancy in the existing language. The intent of reorganizing
the policies in Policy 3.1 (Definitions) is to provide a more logical presentation of content. The
elimination of redundancy in Policy 3.4 (Organ Distribution: Organ Procurement, Distribution and
Allocation) results in the clear guidance that a variance, regardless of its type (i.e., alternative
allocation/alternative distribution system, alternative local unit, sharing arrangement and agreement,
and alternative point assignment system), is a deviation from the current, national organ allocation
system. As such, a member interested in applying for a new variance, regardless of type, needs to
submit uniform categories of information to the OPTN Contractor. If the member wishes to modify its
existing variance, it must submit a variance application to the respective committee.

Strengths of the Proposed Policy Modifications

The proposed modifications consolidate variance language to eliminate redundancy, and clarify the
variance application, review, and appeal process. The proposed modifications use the term “variance”
to describe all deviations from the national allocation system. The emphasis on variance, rather than on

The current variance policies are: a) Alternative Allocation/Distribution System (Policy 3.1.7); b) Variances (Policy 3.1.8); c) Committee-
Sponsored Alternative System (3.1.9); d) Local and Alternative Local Unit (3.1.10); e) Sharing Arrangement and Sharing Agreement (3.1.11); f)
Alternative Point Assignment Systems (3.1.12); g) Application, Review, Dissolution and Modification Processes for Alternative Organ
Distribution or Allocation Systems (Policy 3.4.7); h) Application, Review, Dissolution and Modification Processes for Variances (Policy 3.4.8);
and, i) Development, Application, Review, Dissolution and Modification Processes for Committee-Sponsored Alternative Systems (Policy 3.4.9).



a type, has the potential to broaden the interpretation of what would constitute a variance. In other
words, a member may apply for a variance type not currently cited as an example in policy. The OPTN
Final Rule supports this interpretation of a variance.

Weaknesses of the Proposed Policy Modifications

Since the location of several policies has changed, a member could potentially get frustrated or have
trouble finding the reorganized set of policies. Additionally, the sheer volume of language changes may
make it difficult for members to compare the proposed version to the current version. To minimize
confusion, there is a clean version of the new policies located at the end of the document. This version
only contains the retained language and proposed new language.

Intended Consequences of the Proposed Modlifications
The proposed policy modifications will:

e Improve the national organ allocation system through incorporation of these experimental
policies that have use in this national system;

e Further encourage members to apply for variances that have the potential to improve the
national organ allocation system;

e Promote reliability in the types of data submitted as evidence for continuing an existing variance
or developing a new variance; and,

e Generate consistency in the application process and how the Board of Directors evaluates each
variance for its use in the national system, as a result of reliability in what data members submit.

Unintended Consequences of the Proposed Modifications
The emphasis on research design may discourage members from submitting new applications, which
may result in fewer opportunities to test allocation hypotheses on a local level that may benefit the
national system.
Supporting Evidence:
The proposed modifications stem from three categories of evidence:
e OPTN Final Rule’s statement that a variance is a policy experiment that has the goal of
improving organ allocation;
e emphasis in the literature that public health documents be written in plain language;
e comments regarding plain language submitted in the UNOS member survey.
Variance Section of the OPTN Final Rule
The variance section of the OPTN Final Rule is cited again below:
[...] (g) Variances. The OPTN may develop, in accordance with §121.4, experimental policies that

test methods of improving allocation. All such experimental policies shall be accompanied by a
research design and include data collection and analysis plans. Such variances shall be time



limited. Entities or individuals objecting to variances may appeal to the Secretary under the
procedures of §121.4. [...]

The phrases, “...experimental policies that test methods of improving allocation” and “time limited”
imply that the intent of a variance is to assess its utility in the national system. If a variance should
continue past its time period, then it should be allowed to:

e collect additional, requisite data to determine its potential for use in national policy; or
e to satisfy a need for a given community that a national system cannot due to resource or
other salient reasons.

Otherwise, the committee’s or Board of Directors’ evaluation of a variance should result in either its
incorporation in the national system or its dissolution, because it has no potential for use in the national
system.

Plain Language — A Brief Review of the Literature

When discussing plain language, especially in public health, the concept of health literacy is at its core.
Healthy People 2010 defines health literacy as “[t]he degree to which individuals have the capacity to
obtain, process, and understand basic health information and services needed to make appropriate
health decisions.” Stableford and Mettger (2007)* also emphasize the need for health care professionals
to make use of existing literature and tools to translate or write health documents in plain language.
Plain language “...is about writing for clarity and meaning.” Stableford and Mettger also challenge myths
about documents written in plain language, and comment that developing documents that are written
in plain language require professional skills.

Writing documents in plain language is not necessarily writing at a lower reading level, but rather,
writing so that the reader understands clearly the intent of a given body of text, and understands what
action, if any, she or he must perform (Rudd et al., 2004; Stableford & Mettger, 2007%). Writing
documents in plain language should incorporate the principles of health communication, i.e., target the
written text for the intended reader (U.S. Department of Health and Human Services, 2004°). OPTN
policies require that its institutional members, who are comprised of individuals with formal training
primarily at the college reading level or higher, not only read the text but act on them for organ
allocation purposes. Their understanding of the policies is critical as the OPTN Contractor evaluates
their compliance with these policies. Hence, these variance policies need to be written in plain
language.

Expected Impact on Living Donors or Living Donation

Not applicable

2 U.S. Department of Health and Human Services. (2000). Healthy People 2010. 2nd ed. Retrieved from http://www.healthypeople.gov/

® Stableford, S. & Mettger, W. (2007). Plain Language: A Strategic Response to the Health Literacy Challenge. Journal of Public Health Policy,
28, 71-93.

* Rudd, R.E., Kaphingst, K., Colton, T., Gregoire, J. & Hyde, J. (2004). Rewriting Public Health Information in Plain Language. Journal of Health
Communication, 9, 195-206.

® US. Department of Health and Human Services. (2004). Making Health Communication Programs Work. Retrieved from
http://www.cancer.gov/pinkbook
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Expected Impact on Specific Patient Population:
No known impact on specific patient populations
Expected Impact on Program Goals, Strategic Plan, and Adherence to OPTN Final Rule:

The proposed policy modifications should make it easier for members to comply with the variance
policies, enabling the OPTN Contractor to continue to meet its legislative requirement — the OPTN Final
Rule — when its Board of Directors evaluates a variance for its use in the national organ allocation
system.

Depending on the type of variance submitted by the member, current and proposed variance policies
have the potential to impact the Program Goals of the Health and Human Services (HHS), and the OPTN
Strategic Plan.

Plan for Evaluating the Proposal:

The OPTN Contractor and the POC, together with organ-specific committees, will evaluate the content
of variance applications to assess how well the members understand proposed policy modifications.
This evaluation will occur whenever members submit a new application to a committee, or whenever it
is time for committees to review the outcome of existing variances. This includes:

e Do members demonstrate understanding of the revised policies by providing applications
complete with the requisite information?
e Isthe type of information provided sufficient to evaluate the impact of the proposed variance?

UNOS will continue to monitor the responses about policy language in the member survey. Based on
this feedback as well as its own periodic review of the policy language, UNOS will recommend to the
POC relevant modifications to the variance policies. UNOS will conduct this periodic review every three
years.

Additional Data Collection:

The proposed modifications will not require additional data collection by OPTN members. Members
that submit new variance applications will continue to be responsible for determining the data they
need to collect to assess achievement of the variance’s goals and objectives. Whenever possible,
variance applicants should make use of existing data in UNet*™ to achieve the variance’s goals and
objectives. If necessary, the OPTN Contractor will program approved variances in UNet*. If the Board
of Directors decides to incorporate a variance into the national allocation system, then the OPTN
contractor will modify UNet*" as necessary.

Expected Implementation Plan:

The proposed policy revisions will be in effect upon approval by the Board of Directors and
modifications to the UNet*™™ help documentation.



Communication and Education Plan:

If the Board of Directors approves the proposed modifications, standard communication methods will
be used to inform members.

Communication Activities

Type of communication Audience Delivery method Timeframe

Policy notice OPTN Members Email Distributed 30

(informs community that the days after Board

proposed policy was approved by approval

the OPTN/UNOS Board of

Directors)

UNet™™ system notice (informs OPTN Members Email Four weeks before

the community about an the update to the

automated solution to an UNet™ help

approved policy) documentation,
and on the date of
the update

Monitoring and Evaluation:

This policy language modification will not require any changes in the monitoring efforts routinely
conducted by the Department of Evaluation and Quality.

Policy Proposal:

In this section, proposed policy language is underlined (example) and deleted policy language is struck-
through (example). Some of the deleted language was relocated.

Additionally, there is a reader friendly version of the policies at the end of this document that contains
only retained and new language.

The following changes were made:

Amendments to 3.1.7-3.1.10, 3.1.11, 3.1.12, 3.5.6.1, 3.6, and 3.7.1
Strike 3.1.10.1 - 3.1.10.6 and 3.4.8 - 3.4.10.6

Add 3.4.8-3.4.10

3.1.7 Alternative Allocation/Distribution System. A type of variance that allows
Members to allocate organs differently than the OPTN policies. Fhe—term

o ” “ ”n

o H 4




3.1.8 Variances. An experimental policy that tests methods of improving allocation.

o H ”

3.1.9 Open and Closed Variances. An open variance is a variance that allows other
Members to join it. A closed variance is a variance that is not open for other
Members to join it. Committee-Sponsored—Alternative—System—The—term

3.1.10 Local and Alternative Local Unit (ALU). A local unit is the geographic area for
organ procurement and distribution. An alternative local unit is a type of
variance that creates a dlstmct geographlc area for organ procurement and




3.1.11 Sharing Arrangement-and-Sharing-Agreement. A type of variance that permits
two or more OPOs to share organs. lhe—temq—sha#mg—a#mqgemem—refeﬁ—te—an




3.1.12 Alternative Point Assignment Systems. A type of variance that permits
Members to assign points differently than the OPTN policies. Ar-OPOMembers

oved-Altern velo nit-or-Members—-o hatinein

3.4.8 Variances

3.4.8.1 Acceptable Variances

Permissible variances include, but are not limited to:
e Alternative allocation systems
e Alternative local units

Sharing arrangements

Alternative point assignment systems

The following principles apply to all variances:

e Variances must comply with the National Organ Transplant Act and the Final
Rule.

e Members participating in a variance must follow all rules and requirements of
the OPTN Policies and Bylaws.

e If the Board later amends a policy containing a variance, the policy amendment
will not affect the existing variance.

e There must be a single waiting list for each organ within each local unit.

e Where the local unit is a subdivision of the OPQ's Donation Service Area (DSA),
the OPO will allocate organs to the remainder of the DSA after allocating organs
to the local unit.

e If a Member’s application to create, amend, or join a variance will require other
Members to join the variance, the applicant must solicit their support.
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e The Board of Directors may extend, amend, or terminate a variance at any time.

3.4.8.2 Application

Members or Committees wishing to create or amend a variance must submit an
application to the OPTN contractor. Completed applications will be considered through
the policy development process described in Appendix C of the OPTN Bylaws. The
application must address all of the following:

1. The purpose for which the variance is proposed and how the variance will further
this purpose.

2. If a Member’s application to create, amend, or join a variance will require other
Members to join the variance, the applicant must solicit their support. Committees
will not review a Member’s variance application unless the applicant receives
affirmative support from at least 75% of the Members required to join by the
application.

3. Adefined expiration date or period of time after which the variance will conclude,
the participating Members will report results, and the sponsoring Committee will
evaluate the impact of the variance.

4. An evaluation plan with objective criteria to measure the variance’s success
achieving the variance’s stated purpose.

5. Any anticipated difficulties in demonstrating whether the variance is achieving its
stated purpose.

6. Whether this is an open variance or closed variance and, if this is an open variance,
any additional conditions for Members to join this variance.

Members wishing to join an_existing open variance must submit an application as
dictated by the specific variance. If a Member’s application will require other Members
to join the variance, the applicant must solicit support from them. When an open
variance is created, it may set conditions for the OPTN contractor to approve certain
applications. However, if the application to join an existing open variance does not
receive affirmative support from all of the Members required to join by the application,
the OPTN contractor may not approve the application and only the sponsoring
Committee may approve the application.

3.4.8.3 Reporting Requirements

Members participating in a variance must submit relevant data and status reports to the
sponsoring Committee at least annually, that:

1. Evaluate whether the variance is achieving its stated purpose
2. Provide data for the performance measures in the variance application
3. Address any organ allocation problems caused by the variance.

Participating Members must also submit a final report to the sponsoring Committee at
least six months before the variance’s expiration date.

The sponsoring Committee must actively monitor and evaluate these reports to review
the variance’s achievements toward its stated purpose.

11



3.4.8.4 Final Evaluation

Prior to the variance’s expiration date, the sponsoring Committee must evaluate
whether the variance achieved its stated purpose and make a final recommendation to
the Board of Directors. The Board of Directors may take any combination of the
following actions:

e Direct the sponsoring Committee to develop a policy proposal based on the results
of the variance

e Amend the variance

e Extend the variance for a set period of time

e Terminate the variance.

3.4.8.5 Terminating Variances

Members participating in _a variance may apply to the sponsoring Committee to
withdraw from or terminate a variance. The applicant must solicit feedback from all
other Members participating in the variance. The sponsoring Committee must
recommend to the Board of Directors whether to approve or deny the request. The
Board of Directors may approve, modify, or deny the request.

3.4.8.6 Appeals

Members participating in a variance or seeking to join an open variance may appeal a
Committee or Board of Directors’ decision on an existing variance. To appeal a decision
of a Committee, the Member must submit a written appeal to the sponsoring
Committee within thirty days of notice of the decision and submit any new evidence not
previously provided. The sponsoring Committee may request additional information
from the Member. The sponsoring Committee will meet to consider the appeal. The
Member submitting the appeal may participate in this meeting of the sponsoring
Committee. The sponsoring Committee will recommend action on the variance to the
Board of Directors.

Once the sponsoring Committee recommends action on the variance to the Board of
Directors, a Member cannot request another appeal until the Policy Oversight
Committee (POC) and Board of Directors decide on the variance. While evaluating the
variance, the POC may request additional information from the Member. The
sponsoring Committee must submit any information received from the Member to the
POC. The POC will recommend action on the variance to the Board of Directors.

The Board of Directors will consider the variance including the recommendations of the
sponsoring Committee and the POC. The Member may participate in this meeting of the
Board of Directors.

3.4.9 Reserved

3.4.10 Reserved
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No further changes to this policy

3.5.6.1 Local Allocation. With the exception of kidneys that are 1) shared as a result of a
zero antigen mismatch, 2) offered as payback as defined in Policy 3.5.5 or 3) are
allocated according to a voluntary organ sharing arrangement as provided in
Policy 3.4.6, all kidneys will be allocated first to leeal candidates within the local

unit as-defined-in-RPelicy-3-1-7-theloeale where the kidneys are procured.

No further changes to this policy

3.6 ALLOCATION OF LIVERS.
Unless otherwise approved according to Policy 3.8 (Varlances)Pe++e|e5%—1—7—(-l=eeaJ—aﬂd

Pmeesses#e%l%ematwe—@%ga#@smb&heh—e%eahenéystems} PoI|cy 3. 9 3 (Organ
Allocation to Multiple Organ Transplant Candidates) and Policy 3.11.4 (Combined Intestine-Liver
Organ Candidates), the allocation of livers according to the following system is mandatory. For
the purpose of enabling physicians to apply their consensus medical judgment for the benefit of
liver transplant candidates as a group, each candidate will be assigned a status code or
probability of candidate death derived from a mortality risk score corresponding to the degree
of medical urgency as described in Policy 3.6.4 below. Mortality risk scores shall be determined
by the prognostic factors specified in Tables 1 and 2 and calculated in accordance with the
Model for End-Stage Liver Disease (MELD) Scoring System and Pediatric End Stage Liver Disease
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(PELD) Scoring System described in Policy 3.6.4.1 and 3.6.4.2, respectively. Candidates will be
stratified within MELD or PELD score by blood type similarity as described in Policy 3.6.2. No
individual or property rights are conferred by this system of liver allocation.

No further changes to Policy 3.6.

3.7.1 Exceptions.
Unless otherwise approved according to Policy 3.8 (Variances) Pelicies—3-+-7—{tocal—and

------- a¥a a nNg NAgograaman Q A arn a

i , 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.

No further changes to Policy 3.7.1

Reader friendly version of proposed policy changes:

Please note that this version contains only the retained language and new language (underlined). Please
refer to the earlier version to see the deleted language displayed with strikethroughs.

3.1.7 Alternative Allocation System. A type of variance that allows Members to
allocate organs differently than the OPTN policies.

3.1.8 Variances. An experimental policy that tests methods of improving allocation.

3.1.9 Open and Closed Variances. An open variance is a variance that allows other
Members to join it. A closed variance is a variance that is not open for other
Members to join it.

3.1.10 Local and Alternative Local Unit (ALU). A local unit is the geographic area for
organ procurement and distribution. An alternative local unit is a type of
variance that creates a distinct geographic area for organ procurement and
distribution

3.1.11 Sharing Arrangement. A type of variance that permits two or more OPOs to
share organs.

3.1.12 Alternative Point Assignment Systems. A type of variance that permits
Members to assign points differently than the OPTN policies.

No further changes to 3.1 (Definitions)

3.4.8 Variances

3.4.8.1 Acceptable Variances

Permissible variances include, but are not limited to:
e Alternative allocation systems
e Alternative local units

24



e Sharing arrangements
e Alternative point assignment systems

The following principles apply to all variances:

e Variances must comply with the National Organ Transplant Act and the Final
Rule.

e Members participating in a variance must follow all rules and requirements of
the OPTN Policies and Bylaws.

e If the Board later amends a policy containing a variance, the policy amendment
will not affect the existing variance.

e There must be a single waiting list for each organ within each local unit.

e  Where the local unit is a subdivision of the OPQ's Donation Service Area (DSA),
the OPO will allocate organs to the remainder of the DSA after allocating organs
to the local unit.

e If a Member’s application to create, amend, or join a variance will require other
Members to join the variance, the applicant must solicit their support.

e The Board of Directors may extend, amend, or terminate a variance at any time.

3.4.8.2 Application

Members or Committees wishing to create or amend a variance must submit an

application to the OPTN contractor. Completed applications will be considered through

the policy development process described in Appendix C of the OPTN Bylaws. The

application must address all of the following:

1.

The purpose for which the variance is proposed and how the variance will further
this purpose.

If a Member’s application to create, amend, or join a variance will require other
Members to join the variance, the applicant must solicit their support. Committees
will not review a Member’s variance application unless the applicant receives
affirmative support from at least 75% of the Members required to join by the
A defined expiration date or period of time after which the variance will conclude,
the participating Members will report results, and the sponsoring Committee will
evaluate the impact of the variance.

An_evaluation plan with objective criteria to measure the variance’s success
achieving the variance’s stated purpose.

Any anticipated difficulties in demonstrating whether the variance is achieving its
stated purpose.

Whether this is an open variance or closed variance and, if this is an open variance,
any additional conditions for Members to join this variance.

Members wishing to join an existing open variance must submit an application as

dictated by the specific variance. If a Member’s application will require other Members

to join the variance, the applicant must solicit support from them. When an open

variance is created, it may set conditions for the OPTN contractor to approve certain

applications. However, if the application to join an existing open variance does not

receive affirmative support from all of the Members required to join by the application,
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the OPTN contractor may not approve the application and only the sponsoring
Committee may approve the application.

3.4.8.3 Reporting Requirements

Members participating in a variance must submit relevant data and status reports to the
sponsoring Committee at least annually, that:

1. Evaluate whether the variance is achieving its stated purpose

2. Provide data for the performance measures in the variance application

3. Address any organ allocation problems caused by the variance.

Participating Members must also submit a final report to the sponsoring Committee at
least six months before the variance’s expiration date.

The sponsoring Committee must actively monitor and evaluate these reports to review
the variance’s achievements toward its stated purpose.

3.4.8.4 Final Evaluation

Prior to the variance’s expiration date, the sponsoring Committee must evaluate

whether the variance achieved its stated purpose and make a final recommendation to

the Board of Directors. The Board of Directors may take any combination of the

following actions:

e Direct the sponsoring Committee to develop a policy proposal based on the results
of the variance

e Amend the variance

e Extend the variance for a set period of time

e Terminate the variance.

3.4.8.5 Terminating Variances

Members participating in _a variance may apply to the sponsoring Committee to
withdraw from or terminate a variance. The applicant must solicit feedback from all
other Members participating in the variance. The sponsoring Committee must
recommend to the Board of Directors whether to approve or deny the request. The
Board of Directors may approve, modify, or deny the request.

3.4.8.6 Appeals

Members participating in a variance or seeking to join an open variance may appeal a
Committee or Board of Directors’ decision on an existing variance. To appeal a decision
of a Committee, the Member must submit a written appeal to the sponsoring
Committee within thirty days of notice of the decision and submit any new evidence not
previously provided. The sponsoring Committee may request additional information
from the Member. The sponsoring Committee will meet to consider the appeal. The
Member submitting the appeal may participate in this meeting of the sponsoring
Committee. The sponsoring Committee will recommend action on the variance to the
Board of Directors.
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Once the sponsoring Committee recommends action on the variance to the Board of
Directors, a Member cannot request another appeal until the Policy Oversight
Committee (POC) and Board of Directors decide on the variance. While evaluating the
variance, the POC may request additional information from the Member. The
sponsoring Committee must submit any information received from the Member to the
POC. The POC will recommend action on the variance to the Board of Directors.

The Board of Directors will consider the variance including the recommendations of the
sponsoring Committee and the POC. The Member may participate in this meeting of the
Board of Directors.

3.4.9 Reserved
3.4.10.1.1 Reserved

No further changes to this policy

3.5.6.1 Local Allocation. With the exception of kidneys that are 1) shared as a result of
a zero antigen mismatch, 2) offered as payback as defined in Policy 3.5.5 or 3)
are allocated according to a voluntary organ sharing arrangement as provided in
Policy 3.4.6, all kidneys will be allocated first to leeal candidates within the local

unit as-defined-n-Poliey-3-1-7thelocale where the kidneys are procured.

No further changes to this policy

3.6 ALLOCATION OF LIVERS.

Unless otherwise approved according to Policy 3.8 (Variances), Policy 3.9.3 (Organ Allocation to
Multiple Organ Transplant Candidates) and Policy 3.11.4 (Combined Intestine-Liver Organ
Candidates), the allocation of livers according to the following system is mandatory. For the
purpose of enabling physicians to apply their consensus medical judgment for the benefit of
liver transplant candidates as a group, each candidate will be assigned a status code or
probability of candidate death derived from a mortality risk score corresponding to the degree
of medical urgency as described in Policy 3.6.4 below. Mortality risk scores shall be determined
by the prognostic factors specified in Tables 1 and 2 and calculated in accordance with the
Model for End-Stage Liver Disease (MELD) Scoring System and Pediatric End Stage Liver Disease
(PELD) Scoring System described in Policy 3.6.4.1 and 3.6.4.2, respectively. Candidates will be
stratified within MELD or PELD score by blood type similarity as described in Policy 3.6.2. No
individual or property rights are conferred by this system of liver allocation.

No further changes to Policy 3.6.

3.7.1 Exceptions.

Unless otherwise approved according to Policy 3.8 (Variances) ,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.

No further changes to Policy 3.7.1
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