IMPORTANT POLICY NOTICE

To: Transplant Professionals

From: James B. Alcorn
Director, Policy

RE: Changes to OPTN Bylaws and Policies from actions at December 2015 Board of
Directors Meeting

Date: December 23, 2015

The attached report summarizes changes to the OPTN Policies and Bylaws approved by the
OPTN/UNOS Board of Directors at its December 2015 meeting. This policy notice provides the
specific Policy and Bylaws language changes and the corresponding implementation dates.

When reviewing the language changes, please note that underlined language is new and what
will be in effect upon implementation and language that is struek will be deleted upon
implementation. The policy language used to denote the approved changes reflects the most
recent version of policy that has been approved, but not necessarily what is currently
implemented.

This policy notice, as well as changes from previous Board of Directors meetings, can be found
at http://optn.transplant.hrsa.gov/governance/policy-notices/.

The Evaluation Plan, which reviews specific details regarding how members will be assessed
for compliance with OPTN policies and bylaws, has also been updated to reflect the changes
resulting from the meeting. It can also be found at
http://optn.transplant.hrsa.gov/governance/compliance/optn-evaluation-plan/.

Thank you for your careful review of this policy notice. If you have any questions about a
particular Board of Directors’ action, please contact your regional administrator at (804) 782-
4800.


http://optn.transplant.hrsa.gov/governance/policy-notices/
http://optn.transplant.hrsa.gov/governance/compliance/optn-evaluation-plan/

Proposal to Revise OPTN Data Release Policies

Sponsoring Committee: Data Advisory

Policy/Bylaws Affected: Policies 19: Data Release, 19.1: Mailing Lists, 19.2:
Composite Demographic Data, 19.3: Organ Center Data;
19.4: Sharing Arrangements, 19.5: Members, 19.6: Public
Release of Transplant Hospital and OPO Activity, 19.7:
Release of Transplant Hospital Specific Data, 19.8:
Review of Member Specific Data, 19.9: Access to
Recipient Outcomes Data, 19.10: Information before the
Board of Directors, 19.11: Release of Human Leukocyte
Antigen (HLA) Type of a Recipient’s Prior Donor, 19.12:
Release of HLA Type of Donors and Recipients with
Laboratory Name and Identifier, 19.13: Access to
Database, 19.14: Transfer of Information, 19.15: Specific
Projects, 19.16: Public Use, Presentations, and
Publications, and 19.17: Committee Access to Data

Public Comment: August 14, 2015 — October 14, 2015
Effective Date: March 1, 2016

Problem Statement

Current OPTN policy restricts the release of organ procurement organization (OPQO) and transplant
hospital-identified data. The OPTN Final Rule (the Final Rule) requires the OPTN to release data in these
instances:
e Inresponse to “reasonable requests from the public for data needed for bona fide research or
analysis purposes”
¢ Inresponse to “reasonable requests from the public for data needed to assess the performance
of the OPTN or Scientific Registry, to assess individual transplant programs, or for other
purposes.”

The Health Resources and Services Administration (HRSA) clarified that this portion of the Final Rule
applies to release of data identified by transplant hospital or OPO, which makes current OPTN policy
inconsistent with the Final Rule.

Summary of Changes

The revised policy confirms that the OPTN will release OPTN data according to the Final Rule and other
applicable federal and state laws and regulations. The remainder of the data release process will be
maintained in standard operating procedures that will be available to the public.

What Members Need to Do

Members will not need to do anything to comply with this policy. Both members and the public will have
access to more OPTN data. The process for requesting institution-identified OPTN data will be publicly
available in the Standard Operating Procedures for Review of OPTN Data Requests.
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Affected Policy/Bylaw Language:
New language is underlined and language that will be deleted is struck-through.

Policy 19: Data Release

The OPTN Contractor will release OPTN data according to the Final Rule and other applicable federal
and state laws and regulations. The OPTN Contractor will release all OPTN data requested by the
Secretary of the Department of Health and Human Services (HHS).
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Clarify Time Frames in the OPTN Bylaws regarding
Inactivation after Conditional Approval

Sponsoring Committee: Membership and Professional Standards

Bylaws Affected: OPTN Bylaws Appendices E.3.G: Conditional Approval
for Primary Transplant Physician, F.3.G: Conditional
Approval for Primary Transplant Physician, F.7.F:
Rejection of Conditional Approval, F.12.B: Rejection of
Conditional Approval, G.3.D: Conditional Approval for
Primary Transplant Physician, H.3.D: Conditional
Approval for Primary Transplant Physician, and 1.3.D:
Conditional Approval for Primary Transplant Physician

Public Comment: N/A
Effective Date: March 1, 2016

Problem Statement

The current Bylaws regarding program inactivation after a period of conditional approval are misleading.
Conditional approval of transplant program key personnel can be granted for an initial period (either 12 or
36 months, depending on the program type), and may be extended for up to an additional 6 months or
year depending on the type of program. In the language that requires a program to inactivate after their
conditional approval ends, the Bylaws reference a specific length (either 12 months, 2 years or 36
months) for the conditional approval period. Since this period can change depending on whether or not it
is extended, this proposal would remove the reference to the specific length of time in the inactivation
sections so that they simply refer to the end of conditional approval.

Additionally, the paragraph regarding extension or conditional approval currently follows the paragraph
regarding inactivation after conditional approval ends. This proposal would switch the order of these
paragraphs where applicable so that it is in chronological and logical order.

Summary of Changes
The updated Bylaws remove the reference to the specific length of time in each of the inactivation
sections so that they simply refer to the end of conditional approval. In addition, we moved the paragraph
in each section that explains extension of a conditional approval so that it is in chronological order, before
the paragraph that outlines when inactivation after conditional approval ends.

What Members Need to Do

There is nothing members need to do to implement this proposal. Members with conditional approval,
including those that have been granted a conditional approval extension by the MPSC, will still be
expected to inactivate at the end of their conditional approval period if they do not meet the requirements
for full approval. Members who print out copies of their Policies or Bylaws as reference should print the
updated versions.
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Affected Bylaw Language:

New language is underlined and language that will be deleted is struck-through.

E.3.G Conditional Approval for Primary Transplant Physician

If the primary kidney transplant physician changes at an approved Kidney transplant program, a physician
can serve as the primary kidney transplant physician for a maximum of 12 months if the following
conditions are met:

1.

2.

The physician has current board certification in nephrology by the American Board of Internal
Medicine, the American Board of Pediatrics, or the foreign equivalent.
The physician has been involved in the primary care of 23 or more newly transplanted kidney
recipients, and has followed these patients for at least 3 months from the time of their transplant. This
care must be documented in a recipient log that includes the date of transplant and the medical
record number or other unique identifier that can be verified by the OPTN Contractor. This log must
be signed by the program director, division chief, or department chair from the transplant program
where the experience was gained.
The physician has maintained a current working knowledge of kidney transplantation, defined as
direct involvement in kidney transplant patient care during the last 2 years. This includes the
management of patients with end stage renal disease, the selection of appropriate recipients for
transplantation, donor selection, histocompatibility and tissue typing, immediate postoperative patient
care, the use of immunosuppressive therapy including side effects of the drugs and complications of
immunosuppression, differential diagnosis of renal dysfunction in the allograft recipient, histological
interpretation of allograft biopsies, interpretation of ancillary tests for renal dysfunction, and long-term
outpatient care.
The physician has 12 months experience on an active kidney transplant service as the primary kidney
transplant physician or under the direct supervision of a qualified kidney transplant physician and in
conjunction with a kidney transplant surgeon at a designated kidney transplant program or the foreign
equivalent. These 12 months of experience must be acquired within a 2-year period.
The physician should have observed at least 3 organ procurements and 3 kidney transplants. The
physician should also have observed the evaluation, the donation process, and management of at
least 3 multiple organ donors who donated a kidney. If the physician has completed these
observations, they must be documented in a log that includes the date of procurement, location of the
donor, and Donor ID.
The program has established and documented a consulting relationship with counterparts at another
kidney transplant program.
The transplant program submits activity reports to the OPTN Contractor every 2 months describing
the transplant activity, transplant outcomes, physician recruitment efforts, and other operating
conditions as required by the MPSC to demonstrate the ongoing quality and efficient patient care at
the program. The activity reports must also demonstrate that the physician is making sufficient
progress to meet the required involvement in the primary care of 45 or more kidney transplant
recipients, or that the program is making sufficient progress in recruiting a physician who meets all
requirements for primary kidney transplant physician and who will be on site and approved by the
MPSC to assume the role of primary physician by the end of the 12 month conditional approval
period.
The following letters are submitted directly to the OPTN Contractor:
a. A letter from the supervising qualified transplant physician and surgeon who were directly
involved with the physician documenting the physician’s experience and competence.
b. A letter of recommendation from the primary physician and director at the transplant program last
served by the physician outlining the physician’s overall qualifications to act as a primary
transplant physician, as well as the physician’s personal integrity, honesty, and familiarity with
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and experience in adhering to OPTN obligations, and any other matters judged appropriate. The
MPSC may request additional recommendation letters from the primary physician, primary
surgeon, director, or others affiliated with any transplant program previously served by the
physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has gained in
kidney transplantation.

The 12-month conditional approval period begins on the initial approval date granted to the personnel
change application, whether it is interim approval granted by the MPSC subcommittee, or approval
granted by the full MPSC. The conditional approval period ends 12 months after the first approval date of
the personnel change application.

The MPSC may consider on a case-by-case basis and grant a 6-month extension to a transplant program
that provides substantial evidence of progress toward fulfilling the requirements but is unable to complete
the requirements within one year.

If the program is unable to demonstrate that it has an individual on site who can meet the requirements as
described in Sections E.3.A through E.3.F above at the end of the 42-menth conditional approval period,
it must inactivate. The requirements for program inactivation are described in Appendix K: Transplant
Program Inactivity, Withdrawal and Termination of these Bylaws.

F.3.G. Conditional Approval for Primary Transplant Physician

If the primary liver transplant physician changes at an approved liver transplant program, a physician can
serve as the primary liver transplant physician for a maximum of 12 months if the following conditions are
met:

1. The physician has current board certification in gastroenterology by the American Board of Internal
Medicine, the American Board of Pediatrics, or the foreign equivalent.

2. The physician has been involved in the primary care of 25 or more newly transplanted liver recipients,
and has followed these patients for at least 3 months from the time of their transplant. This care must
be documented in a recipient log that includes the date of transplant and the medical record number
or other unique identifier that can be verified by the OPTN Contractor. This log must be signed by the
program director, division chief, or department chair from the transplant program where the
experience was gained.

3. The physician has maintained a current working knowledge of liver transplantation, defined as direct
involvement in liver transplant patient care during the last 2 years. This includes the management of
patients with end stage liver disease, acute liver failure, the selection of appropriate recipients for
transplantation, donor selection, histocompatibility and tissue typing, immediate post-operative patient
care, the use of immunosuppressive therapy including side effects of the drugs and complications of
immunosuppression, differential diagnosis of liver allograft dysfunction, histologic interpretation of
allograft biopsies, interpretation of ancillary tests for liver dysfunction, and long term outpatient care.

4. The physician has 12 months experience on an active liver transplant service as the primary liver
transplant physician or under the direct supervision of a qualified liver transplant physician along with
a liver transplant surgeon at a designated liver transplant program, or the foreign equivalent. These
12 months of experience must be acquired within a 2-year period.

5. The physician should have observed at least 3 organ procurements and 3 liver transplants. The
physician should also have observed the evaluation, the donation process, and management of at
least 3 multiple organ donors who are donating a liver. If the physician has completed these
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observations, they must be documented in a log that includes the date of procurement, location of the
donor, and Donor ID.

6. The transplant program submits activity reports to the OPTN Contractor every 2 months describing
the transplant activity, transplant outcomes, physician recruitment efforts, and other operating
conditions as required by the MPSC to demonstrate the ongoing quality and efficient patient care at
the program. The activity reports must also demonstrate that the physician is making sufficient
progress to meet the required involvement in the primary care of 50 or more liver transplant
recipients, or that the program is making sufficient progress in recruiting a physician who meets all
requirements for primary liver transplant physician and who will be on site and approved by the
MPSC to assume the role of primary physician by the end of the 12 month conditional approval
period.

7. The program has established and documented a consulting relationship with counterparts at another
liver transplant program.

8. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the qualified liver transplant physician and surgeon who were directly involved with
the physician verifying that the physician has satisfactorily met the above requirements to
become the primary transplant physician of a liver transplant program.

b. A letter of recommendation from the primary physician and transplant program director at the
transplant program last served by the physician outlining the physician’s overall qualifications to
act as a primary transplant physician, as well as the physician’s personal integrity, honesty, and
familiarity with and experience in adhering to OPTN obligations, and any other matters judged
appropriate. The MPSC may request additional recommendation letters from the primary
physician, primary surgeon, director, or others affiliated with any transplant program previously
served by the physician, at its discretion.

c. Aletter from the physician sends that details the training and experience the physician gained in
liver transplantation.

The 12-month conditional approval period begins on the first approval date granted to the personnel
change application, whether it is interim approval granted by the MPSC subcommittee, or approval
granted by the full MPSC. The conditional approval period ends 12 months after the first approval date of
the personnel change application.

The MPSC may consider on a case-by-case basis and grant a 6-month extension to a transplant program
that provides substantial evidence of progress toward fulfilling the requirements but is unable to complete
the requirements within one year.

If the program is unable to demonstrate that it has an individual on site who can meet the requirements as
described in Sections F.3.A through F.3.F above at the end of the 42-menth conditional approval period, it
must inactivate. The requirements for program inactivation are described in Appendix K: Transplant

Program Inactivity, Withdrawal and Termination of these Bylaws.

F.7.F Rejection of Conditional Approval

If the program is unable to demonstrate that it has 2 designated surgeons on site who can fully meet the
primary living donor liver surgeon requirements as described above at the end of the 2-year-conditional
approval period, it must stop performing living donor liver recoveries by either:

1. Inactivating the living donor component of the program for a period up to 12 months.
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2.

Relinquishing the living donor component of the liver transplant program until it can meet the
requirements for full approval.

F.12.B. Rejection of Conditional Approval

If the program is unable to demonstrate that it has a designated surgeon and physician on site who can
fully meet the primary surgeon and primary physician requirements as described above at the end of the
36-month conditional approval period, it must stop performing intestine transplants and either:

Inactivate the intestine transplant program for a period up to 12 months
Withdraw the intestine transplant program until it can meet the requirements for full approval

The requirements for program inactivation and withdrawal are described in Appendix K: Transplant
Program Inactivity, Withdrawal, and Termination of these Bylaws.

G.3.D. Conditional Approval for Primary Transplant Physician

If the primary pancreas transplant physician changes at an approved pancreas transplant program, a
physician can serve as the primary pancreas transplant physician for a maximum of 12 months if the
following conditions are met:

1.

The physician has been involved in the primary care of 8 or more newly transplanted pancreas
recipients, and has followed these patients for at least 3 months from the time of their transplant. This
care must be documented in a recipient log that includes the date of transplant and the medical
record number or other unique identifier that can be verified by the OPTN Contractor. This log should
be signed by the program director, division chief, or department chair from the transplant program
where the experience was gained.

The physician has maintained a current working knowledge of pancreas transplantation, defined as
direct involvement in pancreas transplant patient care within the last 2 years. This includes the
management of patients with end stage pancreas disease, the selection of appropriate recipients for
transplantation, donor selection, histocompatibility and tissue typing, immediate post-operative patient
care, the use of immunosuppressive therapy including side effects of the drugs and complications of
immunosuppression, differential diagnosis of pancreas dysfunction in the allograft recipient,
histological interpretation of allograft biopsies, interpretation of ancillary tests for pancreas
dysfunction, and long term outpatient care.

The physician has 12 months experience on an active pancreas transplant service as the primary
pancreas transplant physician or under the direct supervision of a qualified pancreas transplant
physician along with a pancreas transplant surgeon at a designated pancreas transplant program, or
its foreign equivalent. This 12-month period of experience on the transplant service must have been
acquired over a maximum of 2 years.

The physician should have observed at least 3 organ procurements and 3 pancreas transplants. The
physician should also have observed the evaluation, the donation process, and management of at
least 3 multiple organ donors who are donating a pancreas. If the physician has completed these
observations, they must be documented in a log that includes the date of procurement, location of the
donor, and Donor ID.

The program has established and documented a consulting relationship with counterparts at another
pancreas transplant program.

The transplant program submits activity reports to the OPTN Contractor every 2 months describing
the transplant activity, transplant outcomes, physician recruitment efforts, and other operating
conditions as required by the MPSC to demonstrate the ongoing quality and efficient patient care at
the program. The activity reports must also demonstrate that the physician is making sufficient
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progress in meeting the required involvement in the primary care of 15 or more pancreas transplant

recipients, or that the program is making sufficient progress in recruiting a physician who will be on

site and approved by the MPSC to assume the role of Primary Physician by the end of the 12 month
conditional approval period.
7. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the qualified pancreas transplant physician and surgeon who were directly involved
with the physician documenting the physician’s experience and competence.

b. A letter of recommendation from the primary physician and director at the transplant program last
served by the physician outlining the physician’s overall qualifications to act as a primary
transplant physician, as well as the physician’s personal integrity, honesty, and familiarity with
and experience in adhering to OPTN obligations, and any other matters judged appropriate. The
MPSC may request additional recommendation letters from the primary physician, primary
surgeon, director, or others affiliated with any transplant program previously served by the
physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has gained in
pancreas transplantation.

The 12-month conditional approval period begins on the initial approval date granted to the personnel
change application, whether it is interim approval granted by the MPSC subcommittee, or approval
granted by the full MPSC. The conditional approval period ends 12 months after the first approval date of
the personnel change application.

The MPSC may consider on a case-by-case basis and grant a 6-month extension to a transplant program
that provides substantial evidence of progress toward fulfilling the requirements but is unable to complete
the requirements within one year.

If the transplant program is unable to demonstrate that it has an individual on site who can meet the
requirements as described in Sections G.3.A through G.3.C above at the end of the 42-menth conditional
approval period, it must inactivate. The requirements for program inactivation are described in Appendix
K: Transplant Program Inactivity, Withdrawal and Termination of these Bylaws.

H.3.D. Conditional Approval for Primary Transplant Physician

If the primary heart transplant physician changes at an approved heart transplant program, a physician
can serve as the primary heart transplant physician for a maximum of 12 months if the following
conditions are met:

1. The physician has current board certification in cardiology by the American Board of Internal
Medicine, the American Board of Pediatrics, or the foreign equivalent.

2. The physician has 12 months experience on an active heart transplant service as the primary heart
transplant physician or under the direct supervision of a qualified heart transplant physician and in
conjunction with a heart transplant surgeon at a designated heart transplant program. These 12
months of experience must be acquired within a 2-year period.

3. The physician has maintained a current working knowledge of heart transplantation, defined as direct
involvement in heart transplant patient care within the last 2 years. This includes knowledge of acute
and chronic heart failure, donor selection, the use of mechanical circulatory support devices, recipient
selection, pre- and post-operative hemodynamic care, post-operative immunosuppressive therapy,
histological interpretation in grading of myocardial biopsies for rejection, and long-term outpatient
follow-up.
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4. The physician has been involved in the primary care of 10 or more newly transplanted heart or
heart/lung transplant recipients as the heart transplant physician or under the direct supervision of a
qualified heart transplant physician or in conjunction with a heart transplant surgeon. The physician
will have followed these patients for a minimum of 3 months from the time of transplant. This care
must be documented in a log that includes the date of transplant and medical record or other unique
identifier that can be verified by the OPTN Contractor. This recipient log should be signed by the
program director or the primary transplant physician at the transplant program where the physician
gained experience.

5. The physician should have observed at least 3 organ procurements and 3 heart transplants. The
physician should also have observed the evaluation, the donation process, and management of at
least 3 multiple organ donors who donated a heart or heart/lungs. If the physician has completed
these observations, they must be documented in a log that includes the date of procurement, location
of the donor, and Donor ID.

6. The program has established and documented a consulting relationship with counterparts at another
heart transplant program.

7. The transplant program submits activity reports to the OPTN Contractor every 2 months describing
the transplant activity, transplant outcomes, physician recruitment efforts, and other operating
conditions as required by the MPSC to demonstrate the ongoing quality and efficient patient care at
the program. The activity reports must also demonstrate that the physician is making sufficient
progress to meet the required involvement in the primary care of 20 or more heart transplant
recipients, or that the program is making sufficient progress in recruiting a physician who meets all
requirements for primary heart transplant physician by the end of the 12 month conditional approval
period.

8. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the heart transplant physician or the heart transplant surgeon who has been directly
involved with the physician at the transplant program verifying the physician’s competence.

b. A letter of recommendation from the primary physician and director at the transplant program last
served by the physician outlining the physician’s overall qualifications to act as primary transplant
physician, as well as the physician’s personal integrity, honesty, and familiarity with and
experience in adhering to OPTN obligations, and any other matters judged appropriate. The
MPSC may request additional recommendation letters from the primary physician, primary
surgeon, director, or others affiliated with any transplant program previously served by the
physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has gained in
heart transplantation.

The 12-month conditional approval period begins on the first approval date granted to the personnel
change application, whether it is an interim approval granted by the MPSC subcommittee, or an approval
granted by the full MPSC. The conditional approval period ends exactly 12 months after this first approval
date of the personnel change application.

The MPSC may consider on a case-by-case basis and grant a 6-month extension to a transplant program
that provides substantial evidence of progress toward fulfilling the requirements but is unable to complete
the requirements within one year.

If the program is unable to demonstrate that it has an individual on site who can meet the requirements as
described in Sections H.3.A through H.3.C above at the end of the 42-menth conditional approval period,
it must inactivate. The requirements for program inactivation are described in Appendix K: Transplant
Program Inactivity, Withdrawal and Termination of these Bylaws.
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1.3.D. Conditional Approval for Primary Transplant Physician

If the primary lung transplant physician changes at an approved lung transplant program, a physician can
serve as the primary lung transplant physician for a maximum of 12 months if the following conditions are
met:

1. The physician is a pulmonologist with current board certification in pulmonary medicine by the
American Board of Internal Medicine, the American Board of Pediatrics, or the foreign equivalent.

2. The physician has 12 months of experience on an active lung transplant service as the primary lung
transplant physician or under the direct supervision of a qualified lung transplant physician and in
conjunction with a lung transplant surgeon at a designated lung transplant program. These 12 months
of experience must be acquired within a 2-year period.

3. The physician has been involved in the primary care of 8 or more newly transplanted lung or
heart/lung transplant recipients as the lung transplant physician or under the direct supervision of a
qualified lung transplant physician and in conjunction with a lung transplant surgeon. At least half of
these patients must be lung transplant recipients. This care must be documented in a recipient log
that includes the date of transplant and medical record or other unique identifier that can be verified
by the OPTN Contractor. This log should be signed by the program director or the primary transplant
physician at the transplant program where the physician gained experience.

4. The physician has maintained a current working knowledge of all aspects of lung transplantation,
defined as a direct involvement in lung transplant patient care within the last 2 years. This includes
the care of acute and chronic lung failure, cardiopulmonary bypass, donor selection, recipient
selection, pre- and postoperative ventilator care, postoperative immunosuppressive therapy,
histological interpretation and grading of lung biopsies for rejection, and long-term outpatient follow-
up.

5. The physician should have observed at least 3 lung or heart/lung procurements and 3 lung
transplants. The physician should also have observed the evaluation, the donation process, and
management of 3 multiple organ donors who are donating a lung or heart/lungs. If the physician has
completed these observations, they must be documented in a log that includes the date of
procurement, location of the donor, and Donor ID.

6. The program has established and documented a consulting relationship with counterparts at another
lung transplant program.

7. The transplant program submits activity reports to the OPTN Contractor every 2 months describing
the transplant activity, transplant outcomes, physician recruitment efforts, and other operating
conditions as required by the MPSC to demonstrate the ongoing quality and efficient patient care at
the program. The activity reports must also demonstrate that the physician is making sufficient
progress to meet the required involvement in the primary care of 20 or more lung transplant
recipients, or that the program is making sufficient progress in recruiting a physician who meets all
requirements for primary lung transplant physician by the end of the 12 month conditional approval
period.

8. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the supervising lung transplant physician or surgeon of the training program
documenting the physician’s competence.

b. A letter of recommendation from the training program’s primary physician and director outlining
the physician’s overall qualifications to act as primary transplant physician of the transplant
program last served by the physician, as well as the physician’s personal integrity, honesty, and
familiarity with and experience in adhering to OPTN obligations, and any other matters judged
appropriate. The MPSC may request additional recommendation letters from the primary
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physician, primary surgeon, director, or others affiliated with any transplant program previously
served by the physician, at its discretion.

c. Aletter from the physician that details the training and experience the physician has gained in
lung transplantation.

The 12-month conditional approval period begins on the first approval date granted to the personnel
change application, whether it is an interim approval granted by the MPSC subcommittee, or approval
granted by the full MPSC. The conditional approval period ends exactly 12 months after this first approval
date of the personnel change application.

The MPSC may consider on a case-by-case basis and grant a 6-month extension to a transplant program
that provides substantial evidence of progress toward fulfilling the requirements but is unable to complete
the requirements within one year.

If the program is unable to demonstrate that it has an individual practicing on site who can meet the
requirements as described in Sections 1.3.A through 1.3.C above at the end of the 42-menth conditional
approval period, it must inactivate. The requirements for transplant program inactivation are described in
Appendix K: Transplant Program Inactivity, Withdrawal and Termination of these Bylaws.




Changes to Transplant Program Key Personnel
Procurement Requirements

Sponsoring Committee: Membership and Professional Standards

Bylaws Affected:

OPTN Bylaws Appendices E.2.A: Formal 2-year
Transplant Fellowship Pathway, E.2.B: Clinical
Experience Pathway, E.3.A: Twelve-month Transplant
Nephrology Fellowship Pathway, E.3.B: Clinical
Experience Pathway, E.3.C: Three-year Pediatric
Nephrology Fellowship Pathway, E.3.D: Twelve-month
Pediatric Transplant Nephrology Fellowship Pathway,
E.3.E: Combined Pediatric Nephrology Training and
Experience Pathway, E.3.G: Conditional Approval for
Primary Transplant Physician, F.2.A: Formal 2-year
Transplant Fellowship Pathway, F.2.B: Clinical
Experience Pathway, F.3.A: 12-month Transplant
Hepatology Fellowship Pathway, F.3.B: Clinical
Experience Pathway, F.3.C: Three-year Pediatric
Gastroenterology Fellowship Pathway, F.3.D: Pediatric
Transplant Hepatology Fellowship Pathway, F.3.E:
Combined Pediatric Gastroenterology/Transplant
Hepatology Training and Experience Pathway, F.3.G:
Conditional Approval for Primary Transplant Physician,
F.10.A: Full Intestine Surgeon Approval Pathway, F.10.B:
Conditional Intestine Surgeon Approval Pathway, G.2.A:
Formal 2-year Transplant Fellowship Pathway, G.3.A:
Twelve-month Transplant Medicine Fellowship Pathway,
G.3.B: Clinical Experience Pathway, G.3.D: Conditional
Approval for Primary Transplant Physician, H.2.A:
Cardiothoracic Surgery Residency Pathway, H.2.B:
Twelve-month Heart Transplant Fellowship Pathway,
H.3.A: Twelve-month Transplant Cardiology Fellowship
Pathway, H.3.B: Clinical Experience Pathway, H.3.D:
Conditional Approval for Primary Transplant Physician,
[.2.A: Cardiothoracic Surgery Residency Pathway, 1.2.B:
Twelve-month Lung Transplant Fellowship Pathway,
[.3.A: Twelve-month Transplant Pulmonary Fellowship
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Pathway, 1.3.B: Clinical Experience Pathway, 1.3.D:
Conditional Approval for Primary Transplant Physician

Public Comment: August 2015

Effective Date: Upon implementation and notice to OPTN members

Problem Statement

Discussions among members of the OPTN/UNOS Membership and Professional Standards Committee
(MPSC) and the Joint Societies Working Group (JSWG) highlighted a number of issues related to key
personnel procurement requirements in OPTN/UNOS Bylaws. Specifically:

Experience with procurements involving multi-organ donors is only required of primary kidney
transplant surgeons; and separately, experience in donor selection and management is only required
of primary liver transplant surgeons. These surgical experiences are not exclusive to each respective
organ, and it is not clear why these requirements would be specified for these isolated organs.

It is generally accepted that primary transplant physicians need to have some familiarity with the
organ procurement process. The Bylaws support this, stating that primary transplant physicians
“should” have observed three procurements, but there is no way to enforce this expectation because
of the word “should.”

Bylaws pertaining to primary transplant physicians’ exposure to organ procurements state that
physicians should have observed three multiple organ donor procurements. The majority of deceased
donors today are multi-organ donors. This prompted questions whether the Bylaws still need this level
of specificity.

The MPSC receives primary transplant surgeon applications from individuals applying through this
training pathway: they have completed the required number of procurements, but not all of the
reported procurements were performed during their training period. The MPSC generally feels these
individuals are qualified to serve as the program’s primary transplant surgeon, but is obligated to
reject these applications per the current Bylaws requirement.

Summary of Changes

We deleted the multiple organ procurement requirements that are only found in the primary kidney
transplant surgeon pathways and the donor selection and management requirements that are found
in the primary liver transplant surgeon and primary intestine transplant surgeon pathways.

The Bylaws now indicate that primary transplant physicians must (not should) observe at least three
organ procurements and at least three transplants. These observations must include the organ type
that corresponds to the program they are applying to be the primary physician of. Primary kidney
physicians are required to observe at least one living donor procurement and at least one deceased
donor procurement.

We deleted the multiple organ donor procurement observation requirement found in each primary
transplant physician pathway.

We changed the primary transplant surgeon fellowship and residency pathways to allow reporting of
procurements performed during the two years that immediately follow the completion of their training
period, in addition to procurements performed during their training period.

What Members Need to Do

No immediate action is required when the changes are implemented. We will evaluate membership and
key personnel change applications that are submitted on or after the changes are implemented according
to the new requirements. Currently approved transplant programs will not be impacted by these changes
until your circumstances require you to submit a key personnel application change.
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Affected Bylaws Language:

New language is underlined and language that will be deleted is struck-through.

Appendix E: Membership and Personnel
Requirements for Kidney Transplant Programs

E.2

Primary Kidney Transplant Surgeon Requirements

A.

Formal 2-year Transplant Fellowship Pathway

Surgeons can meet the training requirements for primary kidney transplant surgeon by
completing a 2-year transplant fellowship if the following conditions are met:

1.

The surgeon performed at least 30 kidney transplants as the primary surgeon or first
assistant during the 2-year fellowship period. These transplants must be documented in a log
that includes the date of transplant, the role of the surgeon in the procedure, and medical
record number or other unique identifier that can be verified by the OPTN Contractor. This log
must be signed by the director of the training program.

The surgeon performed at least 15 kidney procurements as primary surgeon or first assistant

overthe 2-yearperiod. At least 3-of these procurements-must be-multiple-organ

procurements-and-atleast-10_of these procurements must be from deceased donors. These
procurements must have been performed anytime during the surgeon’s fellowship and the
two years immediately following fellowship completion. These procedures must be
documented in a log that includes the date of procurement, location of the donor, and Donor

ID.

The surgeon has maintained a current working knowledge of kidney transplantation, defined

as direct involvement in kidney transplant patient care in the last 2 years. This includes the

management of patients with end stage renal disease, the selection of appropriate recipients
for transplantation, donor selection, histocompatibility and tissue typing, performing the
transplant operation, immediate postoperative and continuing inpatient care, the use of
immunosuppressive therapy including side effects of the drugs and complications of
immunosuppression, differential diagnosis of renal dysfunction in the allograft recipient,
histological interpretation of allograft biopsies, interpretation of ancillary tests for renal
dysfunction, and long term outpatient care.

This training was completed at a hospital with a kidney transplant training program approved

by the Fellowship Training Committee of the American Society of Transplant Surgeons or

accepted by the OPTN Contractor as described in the Section E.4 Approved Kidney

Transplant Surgeon and Physician Fellowship Training Programs that follows. Foreign

training programs must be accepted as equivalent by the Membership and Professional

Standards Committee (MPSC).

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program and chairman of the department or
hospital credentialing committee verifying that the surgeon has met the above
requirements and is qualified to direct a kidney transplant program.

b. A letter of recommendation from the fellowship training program’s primary surgeon and
transplant program director outlining the surgeon’s overall qualifications to act as a
primary transplant surgeon, as well as the surgeon’s personal integrity, honesty, and
familiarity with and experience in adhering to OPTN obligations, and any other matters
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B.

judged appropriate. The MPSC may request additional recommendation letters from the
primary physician, primary surgeon, director, or others affiliated with any transplant
program previously served by the surgeon, at its discretion.

c. A letter from the surgeon that details the training and experience the surgeon has gained
in kidney transplantation.

Clinical Experience Pathway

Surgeons can meet the requirements for primary kidney transplant surgeon through clinical
experience gained post-fellowship if the following conditions are met:

1.

The surgeon has performed 45 or more kidney transplants over a 2 to 5-year period as
primary surgeon or first assistant at a designated kidney transplant program, or its foreign
equivalent. The transplants must be documented in a log that includes the date of transplant,
the role of the surgeon in the procedure, and medical record number or other unique identifier
that can be verified by the OPTN Contractor. The log should be signed by the program
director, division chief, or department chair from the program where the experience was
gained. Each year of the surgeon’s experience must be substantive and relevant and include
pre-operative assessment of kidney transplant candidates, performance of transplants as
primary surgeon or first assistant, and post-operative care of kidney recipients.

The surgeon has performed at least 15 kidney procurements as primary surgeon or first

assistant. At least-3-of-these-procurements-must-be-multiple-organ-procurements-and-a

10 of these procurements must be from deceased donors. These cases must be documented

in a log that includes the date of procurement, location of the donor, and Donor ID.

The surgeon has maintained a current working knowledge of kidney transplantation, defined

as direct involvement in kidney transplant patient care in the last 2 years. This includes the

management of patients with end stage renal disease, the selection of appropriate recipients
for transplantation, donor selection, histocompatibility and tissue typing, performing the
transplant operation, immediate postoperative and continuing inpatient care, the use of
immunosuppressive therapy including side effects of the drugs and complications of
immunosuppression, differential diagnosis of renal dysfunction in the allograft recipient,
histological interpretation of allograft biopsies, interpretation of ancillary tests for renal
dysfunction, and long term outpatient care.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the transplant program and Chairman of the department or
hospital credentialing committee verifying that the surgeon has met the above
qualifications and is qualified to direct a kidney transplant program.

b. A letter of recommendation from the primary surgeon and transplant program director at
the transplant program last served by the surgeon outlining the surgeon’s overall
qualifications to act as a primary transplant surgeon, as well as the surgeon’s personal
integrity, honesty, and familiarity with and experience in adhering to OPTN obligations
and compliance protocols, and any other matters judged appropriate. The MPSC may
request additional recommendation letters from the primary physician, primary surgeon,
director, or others affiliated with any transplant program previously served by the
surgeon, at its discretion.

c. A letter from the surgeon that details the training and experience the surgeon has gained
in kidney transplantation.
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E.3

Primary Kidney Transplant Physician Requirements

A.

Twelve-month Transplant Nephrology Fellowship Pathway

Physicians can meet the training requirements for a primary kidney transplant physician during a
separate 12-month transplant nephrology fellowship if the following conditions are met:

1.

2.

The physician has current board certification in nephrology by the American Board of Internal
Medicine or the foreign equivalent.

The physician completed 12 consecutive months of specialized training in transplantation
under the direct supervision of a qualified kidney transplant physician and along with a kidney
transplant surgeon at a kidney transplant program that performs 30 or more transplants each
year. The training must have included at least 6 months of clinical transplant service. The
remaining time must have consisted of transplant-related experience, such as experience in a
tissue typing laboratory, on another solid organ transplant service, or conducting basic or
clinical transplant research.

During the fellowship period, the physician was directly involved in the primary care of 30 or
more newly transplanted kidney recipients and continued to follow these recipients for a
minimum of 3 months from the time of transplant. The care must be documented in a log that
includes the date of transplant and the recipient medical record number or other unique
identifier that can be verified by the OPTN Contractor. This recipient log must be signed by
the director of the training program or the transplant program’s primary transplant physician.
The physician has maintained a current working knowledge of kidney transplantation, defined
as direct involvement in kidney transplant care in the last 2 years. This includes the
management of patients with end stage renal disease, the selection of appropriate recipients
for transplantation, donor selection, histocompatibility and tissue typing, immediate
postoperative patient care, the use of immunosuppressive therapy including side effects of
the drugs and complications of immunosuppression, differential diagnosis of renal
dysfunction in the allograft recipient, histological interpretation of allograft biopsies,
interpretation of ancillary tests for renal dysfunction, and long term outpatient care. The
curriculum for obtaining this knowledge should be approved by the Residency Review
Committee for Internal Medicine (RRC-IM) of the Accreditation Council for Graduate Medical
Education (ACGME).

The physician sheuld must have observed at least 3 ergan kidney procurements, including at
least 1 deceased donor and 1 living donor. and-3-kidney-transplants: The physician should
alse must have observed the evaluation,-the-donation process, and management of these

donors. e 3 multinle N dono vho-donated dney he nh n h

includes the date of procurement, location of the donor, and Donor ID.
The physician must have observed at least 3 kidney transplants. The observation of these

transplants must be documented in a log that includes the transplant date, donor type, and
medical record number or other unique identifier that can be verified by the OPTN Contractor.

67 The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program and the supervising qualified kidney
transplant physician verifying that the physician has met the above requirements and is
qualified to direct a kidney transplant program.

b. A letter of recommendation from the fellowship training program’s primary physician and
transplant program director outlining the physician’s overall qualifications to act as a
primary transplant physician, as well as the physician’s personal integrity, honesty, and
familiarity with and experience in adhering to OPTN obligations and compliance
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protocols, and any other matters judged appropriate. The MPSC may request additional
recommendation letters from the primary physician, primary surgeon, director, or others
affiliated with any transplant program previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in kidney transplantation.

The training requirements outlined above are in addition to other clinical requirements for general
nephrology training.

B.

Clinical Experience Pathway

A physician can meet the requirements for a primary kidney transplant physician through
acquired clinical experience if the following conditions are met:

1.

The physician has been directly involved in the primary care of 45 or more newly transplanted
kidney recipients and continued to follow these recipients for a minimum of 3 months from the
time of transplant. This patient care must have been provided over a 2 to 5-year period on an
active kidney transplant service as the primary kidney transplant physician or under the direct
supervision of a qualified transplant physician and in conjunction with a kidney transplant
surgeon at a Kidney transplant program or the foreign equivalent. The care must be
documented in a log that includes the date of transplant and recipient medical record number
or other unique identifier that can be verified by the OPTN Contractor. The recipient log
should be signed by the program director, division Chief, or department Chair from the
program where the physician gained this experience.

The physician has maintained a current working knowledge of kidney transplantation, defined
as direct involvement in kidney transplant patient care over the last 2 years. This includes the
management of patients with end stage renal disease, the selection of appropriate recipients
for transplantation, donor selection, histocompatibility and tissue typing, immediate
postoperative patient care, the use of immunosuppressive therapy including side effects of
the drugs and complications of immunosuppression, differential diagnosis of renal
dysfunction in the allograft recipient, histological interpretation of allograft biopsies,
interpretation of ancillary tests for renal dysfunction, and long term outpatient care.

The physician sheuld must have observed at least 3 ergan kidney procurements, including at
least 1 deceased donor and 1 living donor. and-3-kidney-transplants: The physician should
alse must have observed the evaluation,-the-donation process, and management of these
donors. atlea i i e

includes the date of procurement, location of the donor, and Donor ID.
The physician must have observed at least 3 kidney transplants. The observation of these

transplants must be documented in a log that includes the transplant date, donor type, and

medical record number or other unique identifier that can be verified by the OPTN Contractor.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the qualified transplant physician or the kidney transplant surgeon who has
been directly involved with the proposed physician documenting the physician’s
experience and competence.

b. A letter of recommendation from the primary physician and transplant program director at
the transplant program last served by the physician outlining the physician’s overall
qualifications to act as a primary transplant physician, as well as the physician’s personal
integrity, honesty, and familiarity with and experience in adhering to OPTN obligations
and compliance protocols, and any other matters judged appropriate. The MPSC may
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C.

request additional recommendation letters from the primary physician, primary surgeon,
director, or others affiliated with any transplant program previously served by the
physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in kidney transplantation.

Three-year Pediatric Nephrology Fellowship Pathway

A physician can meet the requirements for primary kidney transplant physician by completion of 3
years of pediatric nephrology fellowship training as required by the American Board of Pediatrics
in a program accredited by the Residency Review Committee for Pediatrics (RRC-Ped) of the
ACGME. The training must contain at least 6 months of clinical care for transplant patients, and
the following conditions must be met:

1.

2.

The physician has current board certification in nephrology by the American Board of
Pediatrics, or the foreign equivalent.

During the 3-year training period the physician was directly involved in the primary care of 10
or more newly transplanted kidney recipients and followed 30 newly transplanted kidney
recipients for at least 6 months from the time of transplant, under the direct supervision of a
qualified kidney transplant physician and in conjunction with a qualified kidney transplant
surgeon. The pediatric nephrology program director may elect to have a portion of the
transplant experience completed at another kidney transplant program in order to meet these
requirements. This care must be documented in a log that includes the date of transplant,
and the recipient medical record number or other unique identifier that can be verified by the
OPTN Contractor. This recipient log must be signed by the training program’s director or the
primary physician of the transplant program.

The experience caring for pediatric patients occurred with a qualified kidney transplant
physician and surgeon at a kidney transplant program that performs an average of at least 10
pediatric kidney transplants a year.

The physician has maintained a current working knowledge of kidney transplantation, defined
as direct involvement in kidney transplant patient care over the last 2 years. This includes the
management of pediatric patients with end-stage renal disease, the selection of appropriate
pediatric recipients for transplantation, donor selection, histocompatibility and tissue typing,
immediate post-operative care including those issues of management unique to the pediatric
recipient, fluid and electrolyte management, the use of immunosuppressive therapy in the
pediatric recipient including side-effects of drugs and complications of immunosuppression,
the effects of transplantation and immunosuppressive agents on growth and development,
differential diagnosis of renal dysfunction in the allograft recipient, manifestation of rejection
in the pediatric patient, histological interpretation of allograft biopsies, interpretation of
ancillary tests for renal dysfunction, and long-term outpatient care of pediatric allograft
recipients including management of hypertension, nutritional support, and drug dosage,
including antibiotics, in the pediatric patient. The curriculum for obtaining this knowledge must
be approved by the Residency Review Committee (RRC) -Ped of the ACGME.

The physician sheuld must have observed at least 3 ergan kidney procurements, including at
least 1 deceased donor and 1 living donor. and-3-pediatric-kidney-transplants: The physician
should-alse must have observed the evaluation,the-donation process and management of
these donors. a

eempteted—theseebsewatlens—they These observatlons must be documented ina Iog that

includes the date of procurement, location of the donor, and Donor ID.
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The physician must have observed at least 3 kidney transplants involving a pediatric

recipient. The observation of these transplants must be documented in a log that includes the
transplant date, donor type, and medical record number or other unigue identifier that can be
verified by the OPTN Contractor.

87 The following letters are submitted directly to the OPTN Contractor:

D.

a. A letter from the director and the supervising qualified transplant physician and surgeon
of the fellowship training program verifying that the physician has met the above
requirements and is qualified to direct a kidney transplant program.

b. A letter of recommendation from the fellowship training program’s primary physician and
transplant program director outlining the physician’s overall qualifications to act as a
primary transplant physician, as well as the physician’s personal integrity, honesty, and
familiarity with and experience in adhering to OPTN obligations, and any other matters
judged appropriate. The MPSC may request additional recommendation letters from the
primary physician, primary surgeon, director, or others affiliated with any transplant
program previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in kidney transplantation.

Twelve-month Pediatric Transplant Nephrology Fellowship Pathway

The requirements for the primary kidney transplant physician can be met during a separate
pediatric transplant nephrology fellowship if the following conditions are met:

1.

The physician has current board certification in pediatric nephrology by the American Board
of Pediatrics or the foreign equivalent, or is approved by the American Board of Pediatrics to
take the certifying exam.

During the fellowship, the physician was directly involved in the primary care of 10 or more
newly transplanted kidney recipients and followed 30 newly transplanted kidney recipients for
at least 6 months from the time of transplant, under the direct supervision of a qualified
kidney transplant physician and in conjunction with a qualified kidney transplant surgeon. The
pediatric nephrology program director may elect to have a portion of the transplant
experience completed at another Kidney transplant program in order to meet these
requirements. This care must be documented in a recipient log that includes the date of
transplant, and the recipient medical record number or other unique identifier that can be
verified by the OPTN Contractor. This log must be signed by the training program director or
the primary physician of the transplant program.

The experience in caring for pediatric patients occurred at a kidney transplant program with a
qualified kidney transplant physician and surgeon that performs an average of at least 10
pediatric kidney transplants a year.

The physician has maintained a current working knowledge of kidney transplantation, defined
as direct involvement in kidney transplant patient care in the past 2 years. This includes the
management of pediatric patients with end-stage renal disease, the selection of appropriate
pediatric recipients for transplantation, donor selection, histocompatibility and tissue typing,
immediate post-operative care including those issues of management unique to the pediatric
recipient, fluid and electrolyte management, the use of immunosuppressive therapy in the
pediatric recipient including side-effects of drugs and complications of immunosuppression,
the effects of transplantation and immunosuppressive agents on growth and development,
differential diagnosis of renal dysfunction in the allograft recipient, manifestation of rejection
in the pediatric patient, histological interpretation of allograft biopsies, interpretation of
ancillary tests for renal dysfunction, and long-term outpatient care of pediatric allograft
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recipients including management of hypertension, nutritional support, and drug dosage,
including antibiotics, in the pediatric patient. The curriculum for obtaining this knowledge must
be approved by the Residency Review Committee (RRC) -Ped of the ACGME.

The physician should must have observed at least 3 ergan kidney procurements, including at
least 1 deceased donor and 1 living donor. and-3-pediatric-kidnrey-transplants: The physician
should-alse must have observed the evaluation,the-donation process and management of
these donors.
eempteted—theseebse#vattens—they These observatlons must be documented ina Iog that
includes the date of procurement, location of the donor, and Donor ID.

The physician must have observed at least 3 kidney transplants involving a pediatric

recipient. The observation of these transplants must be documented in a log that includes the
transplant date, donor type, and medical record number or other unique identifier that can be
verified by the OPTN Contractor.

87 The following letters are submitted directly to the OPTN Contractor:

E.

a. A letter from the director and the supervising qualified transplant physician and surgeon
of the fellowship training program verifying that the physician has met the above
requirements and is qualified to become the primary transplant physician of a designated
kidney transplant program.

b. A letter of recommendation from the fellowship training program’s primary physician and
transplant program director outlining the physician’s overall qualifications to act as a
primary transplant physician, as well as the physician’s personal integrity, honesty, and
familiarity with and experience in adhering to OPTN obligations, and any other matters
judged appropriate. The MPSC may request additional recommendation letters from the
primary physician, primary surgeon, director, or others affiliated with any transplant
program previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in kidney transplantation.

Combined Pediatric Nephrology Training and Experience Pathway

A physician can meet the requirements for primary kidney transplant physician if the following
conditions are met:

1.

The physician has current board certification in pediatric nephrology by the American Board
of Pediatrics or the foreign equivalent, or is approved by the American Board of Pediatrics to
take the certifying exam.

The physician gained a minimum of 2 years of experience during or after fellowship, or
accumulated during both periods, at a kidney transplant program.

During the 2 or more years of accumulated experience, the physician was directly involved in
the primary care of 10 or more newly transplanted kidney recipients and followed 30 newly
transplanted kidney recipients for at least 6 months from the time of transplant, under the
direct supervision of a qualified kidney transplant physician, along with a qualified kidney
transplant surgeon. This care must be documented in a recipient log that includes the date of
transplant, and the recipient medical record number or other unique identifier that can be
verified by the OPTN Contractor. This log must be signed by the training program director or
the primary physician of the transplant program.

The physician has maintained a current working knowledge of kidney transplantation, defined
as direct involvement in kidney transplant patient care during the past 2 years. This includes
the management of pediatric patients with end-stage renal disease, the selection of
appropriate pediatric recipients for transplantation, donor selection, histocompatibility and
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tissue typing, immediate post-operative care including those issues of management unique to
the pediatric recipient, fluid and electrolyte management, the use of immunosuppressive
therapy in the pediatric recipient including side-effects of drugs and complications of
immunosuppression, the effects of transplantation and immunosuppressive agents on growth
and development, differential diagnosis of renal dysfunction in the allograft recipient,
manifestation of rejection in the pediatric patient, histological interpretation of allograft
biopsies, interpretation of ancillary tests for renal dysfunction, and long-term outpatient care
of pediatric allograft recipients including management of hypertension, nutritional support,
and drug dosage, including antibiotics, in the pediatric patient. The curriculum for obtaining
this knowledge must be approved by the Residency Review Committee (RRC) -Ped of the
ACGME or a Residency Review Committee.

The physician sheuld must have observed at least 3 ergan kidney procurements, including at
least 1 deceased donor and 1 living donor. and-3-pediatrickidney-transplants: The physician
should-alse must have observed the evaluation,the-donation process and management of
these donors. &
eempteted—theseebsewattens—they These observatlons must be documented ina Iog that
includes the date of procurement, location of the donor, and Donor ID.

The physician must have observed at least 3 kidney transplants involving a pediatric

G.

recipient. The observation of these transplants must be documented in a log that includes the
transplant date, donor type, and medical record number or other unigue identifier that can be
verified by the OPTN Contractor.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the supervising qualified transplant physician and surgeon who were directly
involved with the physician documenting the physician’s experience and competence.

b. A letter of recommendation from the fellowship training program’s primary physician and
transplant program director outlining the physician’s overall qualifications to act as a
primary transplant physician, as well as the physician’s personal integrity, honesty, and
familiarity with and experience in adhering to OPTN obligations, and any other matters
judged appropriate. The MPSC may request additional recommendation letters from the
primary physician, primary surgeon, Director, or others affiliated with any transplant
program previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in kidney transplantation.

Conditional Approval for Primary Transplant Physician

If the primary kidney transplant physician changes at an approved Kidney transplant program, a
physician can serve as the primary kidney transplant physician for a maximum of 12 months if the
following conditions are met:

1.

The physician has current board certification in nephrology by the American Board of Internal
Medicine, the American Board of Pediatrics, or the foreign equivalent.

The physician has been involved in the primary care of 23 or more newly transplanted kidney
recipients, and has followed these patients for at least 3 months from the time of their
transplant. This care must be documented in a recipient log that includes the date of
transplant and the medical record number or other unique identifier that can be verified by the
OPTN Contractor. This log must be signed by the program director, division chief, or
department chair from the transplant program where the experience was gained.

The physician has maintained a current working knowledge of kidney transplantation, defined
as direct involvement in kidney transplant patient care during the last 2 years. This includes

10
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the management of patients with end stage renal disease, the selection of appropriate
recipients for transplantation, donor selection, histocompatibility and tissue typing, immediate
postoperative patient care, the use of immunosuppressive therapy including side effects of
the drugs and complications of immunosuppression, differential diagnosis of renal
dysfunction in the allograft recipient, histological interpretation of allograft biopsies,
interpretation of ancillary tests for renal dysfunction, and long-term outpatient care.

The physician has 12 months experience on an active kidney transplant service as the
primary kidney transplant physician or under the direct supervision of a qualified kidney
transplant physician and in conjunction with a kidney transplant surgeon at a designated
kidney transplant program or the foreign equivalent. These 12 months of experience must be
acquired within a 2-year period.

The physician should must have observed at least 3 ergan kidney procurements, including at
least 1 deceased donor and 1 living donor. and-3-kidnrey-transplants: The physician should
alse must have observed the evaluation,-the-donation process, and management of these
donors. 8 ,
eempteted—theseebse#vatlens—they—These observatlons must be documented in a log that
includes the date of procurement, location of the donor, and Donor ID.

The physician must have observed at least 3 kidney transplants. The observation of these

89

transplants must be documented in a log that includes the transplant date, donor type, and

medical record number or other unique identifier that can be verified by the OPTN Contractor.

The program has established and documented a consulting relationship with counterparts at

another kidney transplant program.

The transplant program submits activity reports to the OPTN Contractor every 2 months

describing the transplant activity, transplant outcomes, physician recruitment efforts, and

other operating conditions as required by the MPSC to demonstrate the ongoing quality and
efficient patient care at the program. The activity reports must also demonstrate that the
physician is making sufficient progress to meet the required involvement in the primary care
of 45 or more kidney transplant recipients, or that the program is making sufficient progress in
recruiting a physician who meets all requirements for primary kidney transplant physician and
who will be on site and approved by the MPSC to assume the role of primary physician by the
end of the 12 month conditional approval period.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the supervising qualified transplant physician and surgeon who were directly
involved with the physician documenting the physician’s experience and competence.

b. A letter of recommendation from the primary physician and director at the transplant
program last served by the physician outlining the physician’s overall qualifications to act
as a primary transplant physician, as well as the physician’s personal integrity, honesty,
and familiarity with and experience in adhering to OPTN obligations, and any other
matters judged appropriate. The MPSC may request additional recommendation letters
from the primary physician, primary surgeon, director, or others affiliated with any
transplant program previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in kidney transplantation.

The 12-month conditional approval period begins on the initial approval date granted to the
personnel change application, whether it is interim approval granted by the MPSC subcommittee,
or approval granted by the full MPSC. The conditional approval period ends 12 months after the
first approval date of the personnel change application.

11
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If the program is unable to demonstrate that it has an individual on site who can meet the
requirements as described in Sections E.3.A through E.3.F above at the end of the 12-month
conditional approval period, it must inactivate. The requirements for program inactivation are
described in Appendix K: Transplant Program Inactivity, Withdrawal, and Termination of these
Bylaws.

The MPSC may consider on a case-by-case basis and grant a 6-month extension to a transplant
program that provides substantial evidence of progress toward fulfilling the requirements but is
unable to complete the requirements within one year.

Appendix F: Membership and Personnel
Requirements for Liver Transplant Programs

F.2

Primary Liver Transplant Surgeon Requirements

A. Formal 2-year Transplant Fellowship Pathway

Surgeons can meet the training requirements for primary liver transplant surgeon by completing a
2-year transplant fellowship if the following conditions are met:

The surgeon performed at least 45 liver transplants as primary surgeon or first assistant during
the 2-year fellowship period. These transplants must be documented in a log that includes the
date of transplant, the role of the surgeon in the procedure, and the medical record number or
other unique identifier that can be verified by the OPTN Contractor. This log must be signed by
the director of the training program.

2. The surgeon performed at least 20 liver procurements as primary surgeon or first assistant

managementofthe-donor-These procurements must have been performed anytime during
the surgeon’s fellowship and the two years immediately following fellowship completion. These
procedures must be documented in a log that includes the date of procurement, location of the
donor, and Donor ID. This log must be signed by the director of the training program.

3. The surgeon has maintained a current working knowledge of liver transplantation, defined as

direct involvement in liver transplant patient care within the last 2 years. This includes the
management of patients with end stage liver disease, the selection of appropriate recipients
for transplantation, donor selection, histocompatibility and tissue typing, performing the
transplant operation, immediate postoperative and continuing inpatient care, the use of
immunosuppressive therapy including side effects of the drugs and complications of
immunosuppression, differential diagnosis of liver allograft dysfunction, histologic
interpretation of allograft biopsies, interpretation of ancillary tests for liver dysfunction, and
long term outpatient care.

4. The training was completed at a hospital with a transplant training program approved by the

Fellowship Training Committee of the American Society of Transplant Surgeons or accepted
by the OPTN Contractor as described in Section F.5. Approved Liver Surgeon Transplant
Fellowship Programs that follows. Foreign training programs must be accepted as equivalent
by the Membership and Professional Standards Committee (MPSC).

5. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program verifying that the surgeon has met the
above requirements, and is qualified to direct a liver transplant program.

12
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B.

b. A letter of recommendation from the fellowship training program’s primary surgeon and

transplant program director outlining the surgeon’s overall qualifications to act as primary
transplant surgeon, as well as the surgeon’s personal integrity, honesty, familiarity with
and experience in adhering to OPTN obligations, and other matters judged appropriate.
The MPSC may request additional recommendation letters from the primary physician,
primary surgeon, director, or others affiliated with any transplant program previously
served by the surgeon, at its discretion.

c. A letter from the surgeon that details his or her training and experience in liver

transplantation.

Clinical Experience Pathway

Surgeons can meet the requirements for primary liver transplant surgeon through clinical
experience gained post-fellowship, if the following conditions are met:

1.

The surgeon has performed 60 or more liver transplants over a 2 to 5-year period as primary
surgeon or first assistant at a designated liver transplant program, or its foreign equivalent.
These transplants must be documented in a log that includes the date of transplant, the role
of the surgeon in the procedure, and medical record number or other unique identifier that
can be verified by the OPTN Contractor. This log should be signed by the program director,
division chief, or department chair from the program where the experience was gained. Each
year of the surgeon’s experience must be substantive and relevant and include pre-operative
assessment of liver transplant candidates, transplants performed as primary surgeon or first
assistant, and post-operative management of liver recipients.

The surgeon has performed at least 30 liver procurements as prlmary surgeon or first

assistant.-A

donor-These procedures must be documented in a log that mcIudes the date of procurement,

location of the donor, and Donor ID.

The surgeon has maintained a current working knowledge of liver transplantation, defined as

direct involvement in liver transplant patient care within the last 2 years. This includes the

management of patients with end stage liver disease, the selection of appropriate recipients
for transplantation, donor selection, histocompatibility and tissue typing, performing the
transplant operation, immediate postoperative and continuing inpatient care, the use of
immunosuppressive therapy including side effects of the drugs and complications of
immunosuppression, differential diagnosis of liver dysfunction in the allograft recipient,
histologic interpretation of allograft biopsies, interpretation of ancillary tests for liver
dysfunction, and long term outpatient care.

The following letters are sent directly to the OPTN Contractor:

a. A letter from the director of the transplant program and chairman of the department or
hospital credentialing committee verifying that the surgeon has met the above
requirements, and is qualified to direct a liver transplant program.

b. A letter of recommendation from the primary surgeon and transplant program director at
the transplant program last served by the surgeon outlining the surgeon’s overall
qualifications to act as primary transplant surgeon, as well as the surgeon’s personal
integrity, honesty, familiarity with and experience in adhering to OPTN obligations, and
other matters judged appropriate. The MPSC may request additional recommendation
letters from the primary physician, primary surgeon, director, or others affiliated with any
transplant program previously served by the surgeon, at its discretion.

13
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F.3

c. Aletter from the surgeon that details the training and experience the surgeon gained in
liver transplantation.

Primary Liver Transplant Physician Requirements

A.

12-month Transplant Hepatology Fellowship Pathway

Physicians can meet the training requirements for a primary liver transplant physician during a
separate 12-month transplant hepatology fellowship if the following conditions are met:

1.

The physician completed 12 consecutive months of specialized training in transplantation
under the direct supervision of a qualified liver transplant physician and in conjunction with a
liver transplant surgeon at a liver transplant program. The training must have included at least
3 months of clinical transplant service. The remaining time must have consisted of transplant-
related experience, such as experience in a tissue typing laboratory, on another solid organ
transplant service, or conducting basic or clinical transplant research.

During the fellowship period, the physician was directly involved in the primary care of 30 or
more newly transplanted liver recipients, and continued to follow these recipients for a
minimum of 3 months from the time of transplant. The care must be documented in a log that
includes the date of transplant and the medical record number or other unique identifier that
can be verified by the OPTN Contractor. This log must be signed by the director of the
training program or the transplant program’s primary transplant physician.

The physician has maintained a current working knowledge of liver transplantation, defined
as direct involvement in liver transplant patient care within the last 2 years. This includes the
management of patients with end stage liver disease, acute liver failure, the selection of
appropriate recipients for transplantation, donor selection, histocompatibility and tissue
typing, immediate post-operative patient care, the use of immunosuppressive therapy
including side effects of the drugs and complications of immunosuppression, differential
diagnosis of liver allograft dysfunction, histologic interpretation of allograft biopsies,
interpretation of ancillary tests for liver dysfunction, and long term outpatient care.

The physician sheuld must have observed at least 3 ergan liver procurements and-3-liver
transplants. The physician sheuld-alse must have observed the evaluation,-the-donation

process, and management of these donors. at-least3-multiple-organ-donors-who-donated-a
liver—lfthe physician-has-completed-these-observations;-they These observations must be

documented in a log that includes the date of procurement, location of the donor, and Donor
ID.
The physician must have observed at least 3 liver transplants. The observation of these

transplants must be documented in a log that includes the transplant date, donor type, and
medical record number or other unique identifier that can be verified by the OPTN Contractor.
The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program and the supervising liver transplant
physician verifying that the physician has met the above requirements and is qualified
to direct a liver transplant program.

b. A letter of recommendation from the fellowship training program’s primary physician
and transplant program director outlining the physician’s overall qualifications to act
as a primary transplant physician, as well as the physician’s personal integrity,
honesty, and familiarity with and experience in adhering to OPTN obligations, and
any other matters judged appropriate. The MPSC may request additional
recommendation letters from the primary physician, primary surgeon, director, or

14



OPTN/UNOS Policy Notice

others affiliated with any transplant program previously served by the physician, at its
discretion.

c. A letter from the physician writes that details the training and experience the
physician gained in liver transplantation.

The training requirements outlines above are in addition to other clinical requirements for general
gastroenterology training.

B.

Clinical Experience Pathway

A physician can meet the requirements for a primary liver transplant physician through acquired
clinical experience if the following conditions are met:

1.

The physician has been directly involved in the primary care of 50 or more newly transplanted
liver recipients and continued to follow these recipients for a minimum of 3 months from the
time of transplant. This patient care must have been provided over a 2 to 5-year period on an
active liver transplant service as the primary liver transplant physician or under the direct
supervision of a qualified liver transplant physician and in conjunction with a liver transplant
surgeon at a liver transplant program or the foreign equivalent. This care must be
documented in a log that includes the date of transplant and the medical record number or
other unique identifier that can be verified by the OPTN Contractor. This recipient log should
be signed by the program director, division chief, or department chair from the program
where the physician gained this experience.
The physician has maintained a current working knowledge of liver transplantation, defined
as direct involvement in liver transplant patient care within the last 2 years. This includes the
management of patients with end stage liver disease, acute liver failure, the selection of
appropriate recipients for transplantation, donor selection, histocompatibility and tissue
typing, immediate post-operative patient care, the use of immunosuppressive therapy
including side effects of the drugs and complications of immunosuppression, differential
diagnosis of liver allograft dysfunction, histologic interpretation of allograft biopsies,
interpretation of ancillary tests for liver dysfunction, and long term outpatient care.
The physician sheuld must have observed at least 3 ergan liver procurements-and-3-iver
transplants. The physician sheuld-alse must have observed the evaluation,-the-donation
process, and management of these donors. at-least 3-multiple-organ-doneors-who-donated-a
liver—lfthe physician-has-completed-these-observations;-they These observations must be
documented in a log that includes the date of procurement, the location of the donor, and
Donor ID.

The physician must have observed at least 3 liver transplants. The observation of these

45.

transplants must be documented in a log that includes the transplant date, donor type, and
medical record number or other unique identifier that can be verified by the OPTN
Contractor.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the qualified transplant physician or the liver transplant surgeon who has
been directly involved with the proposed physician documenting the physician’s
experience and competence.

b. A letter of recommendation from the primary physician and transplant program director at
the transplant program last served by the physician outlining the physician’s overall
qualifications to act as a primary transplant physician, as well as the physician’s personal
integrity, honesty, and familiarity with and experience in adhering to OPTN obligations,
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C.

and any other matters judged appropriate. The MPSC may request additional
recommendation letters from the primary physician, primary surgeon, director, or others
affiliated with any transplant program previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician gained in
liver transplantation.

Three-year Pediatric Gastroenterology Fellowship Pathway

A physician can meet the requirements for primary liver transplant physician by completion of 3
years of pediatric gastroenterology fellowship training as required by the American Board of
Pediatrics in a program accredited by the Residency Review Committee for Pediatrics (RRC-Ped)
of the Accreditation Council for Graduate Medical Education (ACGME). The training must contain
at least 6 months of clinical care for transplant patients, and meet the following conditions:

1.

2.

The physician has current board certification in gastroenterology by the American Board of
Pediatrics, or the foreign equivalent.

During the 3-year training period the physician was directly involved in the primary care of 10
or more newly transplanted pediatric liver recipients and followed 20 newly transplanted liver
recipients for a minimum of 3 months from the time of transplant, under the direct supervision
of a qualified liver transplant physician along with a qualified liver transplant surgeon. The
physician was also directly involved in the preoperative, peri-operative and post-operative
care of 10 or more liver transplants in pediatric patients. The pediatric gastroenterology
program director may elect to have a portion of the transplant experience carried out at
another transplant service, to meet these requirements. This care must be documented in a
log that includes the date of transplant, the medical record number or other unique identifier
that can be verified by the OPTN Contractor. This recipient log must be signed by the training
program director or the transplant program’s primary transplant physician.

The experience caring for pediatric patients occurred at a liver transplant program with a
qualified liver transplant physician and a qualified liver transplant surgeon that performs an
average of at least 10 liver transplants on pediatric patients per year.

The physician sheuld must have observed at least 3 ergan liver procurements and-3-liver
transplants. Inaddition;-the The physician sheuld-alse must have observed the evaluation,
the-donation process and management of these donors. aHeasL&anpleerganeeneps

, , ¢ These
observations must be documented in a log that includes the date of procurement, location of
the donor and Donor ID.

The physician must have observed at least 3 liver transplants. The observation of these

transplants must be documented in a log that includes the transplant date, donor type, and
medical record number or other unique identifier that can be verified by the OPTN Contractor.

6. The physician has maintained a current working knowledge of liver transplantation, defined

as direct involvement in liver transplant patient care within the last 2 years. This includes the
management of pediatric patients with end-stage liver disease acute liver failure, the
selection of appropriate pediatric recipients for transplantation, donor selection,
histocompatibility and tissue typing, immediate postoperative care including those issues of
management unique to the pediatric recipient, fluid and electrolyte management, the use of
immunosuppressive therapy in the pediatric recipient including side-effects of drugs and
complications of immunosuppression, the effects of transplantation and immunosuppressive
agents on growth and development, differential diagnosis of liver dysfunction in the allograft
recipient, manifestation of rejection in the pediatric patient, histological interpretation of
allograft biopsies, interpretation of ancillary tests for liver dysfunction, and long-term
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outpatient care of pediatric allograft recipients including management of hypertension,
nutritional support, and drug dosage, including antibiotics, in the pediatric patient.

67. The following letters are submitted directly to the OPTN Contractor:

D.

a. A letter from the director of the pediatric gastroenterology training program, and the
qualified liver transplant physician and surgeon of the fellowship training program
verifying that the physician has met the above requirements, and is qualified to act as a
liver transplant physician and direct a liver transplant program.

b. A letter of recommendation from the fellowship training program’s primary physician and
transplant program director outlining the physician’s overall qualifications to act as a
primary transplant physician, as well as the physician’s personal integrity, honesty, and
familiarity with and experience in adhering to OPTN obligations, and any other matters
judged appropriate. The MPSC may request additional recommendation letters from the
primary physician, primary surgeon, director, or others affiliated with any transplant
program previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician gained in
liver transplantation.

Pediatric Transplant Hepatology Fellowship Pathway

The requirements for primary liver transplant physician can be met during a separate pediatric
transplant hepatology fellowship if the following conditions are met:

1.

The physician has current board certification in pediatric gastroenterology by the American
Board of Pediatrics or the foreign equivalent, or is approved by the American Board of
Pediatrics to take the certifying exam.

During the fellowship, the physician was directly involved in the primary care of 10 or more
newly transplanted pediatric liver recipients and followed 20 newly transplanted liver
recipients for at least 3 months from the time of transplant, under the direct supervision of a
qualified liver transplant physician and in conjunction with a qualified liver transplant surgeon.
The physician must have been directly involved in the pre-operative, peri-operative and post-
operative care of 10 or more liver transplants in pediatric patients. The pediatric
gastroenterology program director may elect to have a portion of the transplant experience
completed at another liver transplant program in order to meet these requirements. This care
must be documented in a log that includes the date of transplant and the medical record
number or other unique identifier that can be verified by the OPTN Contractor. This recipient
log must be signed by the training program director or the transplant program primary
transplant physician.

The experience in caring for pediatric liver patients occurred at a liver transplant program with
a qualified liver transplant physician and surgeon that performs an average of at least 10
pediatric liver transplants a year.

The physician has maintained a current working knowledge of liver transplantation, defined
as direct involvement in liver transplant patient care within the last 2 years. This includes the
management of pediatric patients with end-stage liver disease, acute liver failure, the
selection of appropriate pediatric recipients for transplantation, donor selection,
histocompatibility and tissue typing, immediate postoperative care including those issues of
management unique to the pediatric recipient, fluid and electrolyte management, the use of
immunosuppressive therapy in the pediatric recipient including side-effects of drugs and
complications of immunosuppression, the effects of transplantation and immunosuppressive
agents on growth and development, differential diagnosis of liver dysfunction in the allograft
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recipient, manifestation of rejection in the pediatric patient, histological interpretation of
allograft biopsies, interpretation of ancillary tests for liver dysfunction, and long-term
outpatient care of pediatric allograft recipients including management of hypertension,
nutritional support, and drug dosage, including antibiotics, in the pediatric patient.

The physician sheuld must have observed at least 3 ergan liver procurements-and-3-liver
{ransplants. In-addition;-the The physician sheuld-alse must have observed the evaluation,

the-donation process and management of these donors. —at—least—3+na+t+pk=,Lnga4+dener

observatlons must be documented in a log that includes the date of procurement, Iocat|on of
the donor and Donor ID.
The physician must have observed at least 3 liver transplants. The observation of these

transplants must be documented in a log that includes the transplant date, donor type, and
medical record number or other unique identifier that can be verified by the OPTN Contractor.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the pediatric transplant hepatology training program, and the
qualified liver transplant physician and surgeon of the fellowship training program
verifying that the physician has met the above requirements, and is qualified to act as a
liver transplant physician and direct a liver transplant program.

b. A letter of recommendation from the fellowship training program’s primary physician and
transplant program director outlining the physician’s overall qualifications to act as a
primary transplant physician, as well as the physician’s personal integrity, honesty, and
familiarity with and experience in adhering to OPTN obligations, and any other matters
judged appropriate. The MPSC may request additional recommendation letters from the
primary physician, primary surgeon, director, or others affiliated with any transplant
program previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician gained in
liver transplantation.

Combined Pediatric Gastroenterology/Transplant Hepatology
Training and Experience Pathway

A physician can meet the requirements for primary liver transplant physician if the following
conditions are met:

1.

The physician has current board certification in pediatric gastroenterology by the American
Board of Pediatrics or the foreign equivalent, or is approved by the American Board of
Pediatrics to take the certifying exam.

The physician gained a minimum of 2 years of experience during or after fellowship, or
accumulated during both periods, at a liver transplant program.

During the 2 or more years of accumulated experience, the physician was directly involved in
the primary care of 10 or more newly transplanted pediatric liver recipients and followed 20
newly transplanted liver recipients for a minimum of 6 months from the time of transplant,
under the direct supervision of a qualified liver transplant physician and along with a qualified
liver transplant surgeon. The physician must have been directly involved in the pre-operative,
peri-operative and post-operative care of 10 or more pediatric liver transplants recipients.
This care must be documented in a log that includes at the date of transplant and the medical
record number or other unique identifier that can be verified by the OPTN Contractor. This
recipient log must be signed by the training program director or the transplant program
primary transplant physician.
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4.

The individual has maintained a current working knowledge of liver transplantation, defined
as direct involvement in liver transplant patient care within the last 2 years. This includes the
management of pediatric patients with end-stage liver disease, the selection of appropriate
pediatric recipients for transplantation, donor selection, histocompatibility and tissue typing,
immediate post-operative care including those issues of management unique to the pediatric
recipient, fluid and electrolyte management, the use of immunosuppressive therapy in the
pediatric recipient including side-effects of drugs and complications of immunosuppression,
the effects of transplantation and immunosuppressive agents on growth and development,
differential diagnosis of liver dysfunction in the allograft recipient, manifestation of rejection in
the pediatric patient, histological interpretation of allograft biopsies, interpretation of ancillary
tests for liver dysfunction, and long-term outpatient care of pediatric allograft recipients
including management of hypertension, nutritional support, and drug dosage, including
antibiotics, in the pediatric patient.

The physician should must have observed at least 3 ergan liver procurements and-3-liver
fransplants. In-addition;-the The physician sheuld-alse must have observed the evaluation,

the-donation process and management of these donors. —at—least—&muhﬁeergaedene#s

observations must be documented in a Iog that includes the date of procurement, Iocat|on of
the donor, and Donor ID.
The physician must have observed at least 3 liver transplants. The observation of these

G.

transplants must be documented in a log that includes the transplant date, donor type, and

medical record number or other unique identifier that can be verified by the OPTN Contractor.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the qualified liver transplant physician and surgeon who have been directly
involved with the physician documenting the physician’s experience and competence.

b. A letter of recommendation from the primary physician and transplant program director at
the fellowship training program or transplant program last served by the physician
outlining the physician’s overall qualifications to act as a primary transplant physician, as
well as the physician’s personal integrity, honesty, and familiarity with and experience in
adhering to OPTN obligations, and any other matters judged appropriate. The MPSC
may request additional recommendation letters from the primary physician, primary
surgeon, director, or others affiliated with any transplant program previously served by
the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician gained in
liver transplantation.

Conditional Approval for Primary Transplant Physician

If the primary liver transplant physician changes at an approved liver transplant program, a
physician can serve as the primary liver transplant physician for a maximum of 12 months if the
following conditions are met:

1.

2.

The physician has current board certification in gastroenterology by the American Board of
Internal Medicine, the American Board of Pediatrics, or the foreign equivalent.

The physician has been involved in the primary care of 25 or more newly transplanted liver
recipients, and has followed these patients for at least 3 months from the time of their
transplant. This care must be documented in a recipient log that includes the date of
transplant and the medical record number or other unique identifier that can be verified by the
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OPTN Contractor. This log must be signed by the program director, division chief, or
department chair from the transplant program where the experience was gained.

The physician has maintained a current working knowledge of liver transplantation, defined
as direct involvement in liver transplant patient care during the last 2 years. This includes the
management of patients with end stage liver disease, acute liver failure, the selection of
appropriate recipients for transplantation, donor selection, histocompatibility and tissue
typing, immediate post-operative patient care, the use of immunosuppressive therapy
including side effects of the drugs and complications of immunosuppression, differential
diagnosis of liver allograft dysfunction, histologic interpretation of allograft biopsies,
interpretation of ancillary tests for liver dysfunction, and long term outpatient care.

The physician has 12 months experience on an active liver transplant service as the primary
liver transplant physician or under the direct supervision of a qualified liver transplant
physician along with a liver transplant surgeon at a designated liver transplant program, or
the foreign equivalent. These 12 months of experience must be acquired within a 2-year
period.

The physician should must have observed at least 3 ergan liver procurements and-3-liver
fransplants. The physician sheuld-alse must have observed the evaluation,-the-donation
process and management of these donors. ef—at—leaet—s—meltrpteerganeeners—whe—are

, v These observations
must be documented in a Iog that mcludes the date of procurement location of the donor,
and Donor ID.

The physician must have observed at least 3 liver transplants. The observation of these

transplants must be documented in a log that includes the transplant date, donor type, and

medical record number or other unique identifier that can be verified by the OPTN Contractor.

The transplant program submits activity reports to the OPTN Contractor every 2 months

describing the transplant activity, transplant outcomes, physician recruitment efforts, and

other operating conditions as required by the MPSC to demonstrate the ongoing quality and
efficient patient care at the program. The activity reports must also demonstrate that the
physician is making sufficient progress to meet the required involvement in the primary care
of 50 or more liver transplant recipients, or that the program is making sufficient progress in
recruiting a physician who meets all requirements for primary liver transplant physician and
who will be on site and approved by the MPSC to assume the role of primary physician by the
end of the 12 month conditional approval period.

The program has established and documented a consulting relationship with counterparts at

another liver transplant program.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the qualified liver transplant physician and surgeon who were directly
involved with the physician verifying that the physician has satisfactorily met the above
requirements to become the primary transplant physician of a liver transplant program.

b. A letter of recommendation from the primary physician and transplant program director at
the transplant program last served by the physician outlining the physician’s overall
qualifications to act as a primary transplant physician, as well as the physician’s personal
integrity, honesty, and familiarity with and experience in adhering to OPTN obligations,
and any other matters judged appropriate. The MPSC may request additional
recommendation letters from the primary physician, primary surgeon, director, or others
affiliated with any transplant program previously served by the physician, at its discretion.

c. A letter from the physician sends that details the training and experience the physician
gained in liver transplantation.
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The 12-month conditional approval period begins on the first approval date granted to the
personnel change application, whether it is interim approval granted by the MPSC subcommittee,
or approval granted by the full MPSC. The conditional approval period ends 12 months after the
first approval date of the personnel change application.

If the program is unable to demonstrate that it has an individual on site who can meet the
requirements as described in Sections F.3.A through F.3.F above at the end of the 12 month
conditional approval period, it must inactivate. The requirements for program inactivation are
described in Appendix K: Transplant Program Inactivity, Withdrawal, and Termination of these
Bylaws.

The MPSC may consider on a case-by-case basis and grant a 6-month extension to a transplant
program that provides substantial evidence of progress toward fulfilling the requirements but is
unable to complete the requirements within one year.

F.10 Primary Intestine Transplant Surgeon Requirements
A. Full Intestine Surgeon Approval Pathway

Surgeons can be fully approved as a primary intestine transplant surgeon by completing a formal
transplant fellowship or by completing clinical experience at an intestine transplant program if all
of the following conditions are met:

1. The surgeon performed 7 or more intestine transplants to include the isolated bowel and
composite grafts, as primary surgeon or first assistant within the last 10 years. These
transplants must be documented in a log that includes the date of transplant, the role of the
surgeon in the procedure, and the medical record number or other unique identifier that can
be verified by the OPTN Contractor. This log must be signed by the program director, division
chief, or department chair from the program where the experience or training was gained.

2. The surgeon performed 3 or more mtestlne procurements as prlmary surgeon or first
assistant.
procurements must mclude 1 or more organ recovery that mcludes a liver. These procedures
must be documented in a log that includes the date of procurement, location of the donor,
and Donor ID. This log must be signed by the program director, division chief, or department
chair from the program where the experience or training was gained.

3. The surgeon has maintained a current working knowledge of intestine transplantation,
defined as direct involvement in intestine transplant patient care within the last 5 years. This
includes the management of patients with short bowel syndrome or intestinal failure, the
selection of appropriate recipients for transplantation, donor selection, histocompatibility and
tissue typing, performing the transplant operation, immediate postoperative and continuing
inpatient care, the use of immunosuppressive therapy including side effects of the drugs and
complications of immunosuppression, differential diagnosis of intestine allograft dysfunction,
histologic interpretation of allograft biopsies, interpretation of ancillary tests for intestine
dysfunction, and long term outpatient care.

4. The training was completed at a hospital with a transplant training program approved by the
American Society of Transplant Surgeons (ASTS) or accepted by the OPTN Contractor as
described in Section F.13 Approved Intestine Transplant Surgeon Fellowship Training
Programs that follows. Foreign training programs must be accepted as equivalent by the
Membership and Professional Standards Committee (MPSC).

5. The following letters are submitted to the OPTN Contractor:

a. A letter from the qualified intestine transplant physician and surgeon who have been
directly involved with the surgeon documenting the surgeon’s experience and
competence.
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B.

b. A letter of recommendation from the primary surgeon and transplant program director at
the fellowship training program or transplant program last served by the surgeon outlining
the surgeon’s overall qualifications to act as a primary transplant surgeon, as well as the
surgeon’s personal integrity, honesty, and familiarity with and experience in adhering to
OPTN obligations, and any other matters judged appropriate. The MPSC may request
additional recommendation letters from the primary surgeon, primary physician surgeon,
director, or others affiliated with any transplant program previously served by the
physician, at its discretion.

c. Aletter from the surgeon that details the training and experience the surgeon gained in
intestine transplantation.

Conditional Intestine Surgeon Approval Pathway

Surgeons can meet the requirements for conditional approval as primary intestine transplant
surgeon through experience gained during or post-fellowship, if all of the following conditions are
met:

1.

The surgeon has performed at least 4 intestine transplants that include the isolated bowel
and composite grafts and must perform 3 or more intestine transplants over the next 3
consecutive years as primary surgeon or first assistant at a designated intestine transplant
program, or its foreign equivalent. These transplants must be documented in a log that
includes the date of transplant, the role of the surgeon in the procedure, and medical record
number or other unique identifier that can be verified by the OPTN Contractor. This log must
be signed by the program director, division chief, or department chair from the program
where the experience or training was gained. Each year of the surgeon’s experience must be
substantive and relevant and include pre-operative assessment of intestine transplant
candidates, transplants performed as primary surgeon or first assistant and post-operative
management of intestine recipients.

The surgeon has performed at least 3 intestine procurements as primary surgeon or first

assistant. These procurements must include at least 1 procurement of a graft that includes a

liver, and-selection-and-evaluation-of the-donor. This procedure must be documented in a log

that includes the date of procurement, location of the donor, and Donor ID.

The surgeon has maintained a current working knowledge of intestine transplantation,

defined as direct involvement in intestine transplant patient care within the last 5 years. This

includes the management of patients with short bowel syndrome or intestinal failure, the
selection of appropriate recipients for transplantation, donor selection, histocompatibility and
tissue typing, performing the transplant operation, immediate postoperative and continuing
inpatient care, the use of immunosuppressive therapy including side effects of the drugs and
complications of immunosuppression, differential diagnosis of intestine dysfunction in the
allograft recipient, histologic interpretation of allograft biopsies, interpretation of ancillary tests
for intestine dysfunction, and long term outpatient care.

The surgeon develops a formal mentor relationship with a primary intestine transplant

surgeon at another approved intestine transplant program. The mentor will discuss program

requirements, patient and donor selection, recipient management, and be available for
consultation as required until full approval conditions are all met.

The following letters are sent to the OPTN Contractor:

a. A letter from the director of the transplant program and chair of the department or hospital
credentialing committee verifying that the surgeon has met the above requirements and
is qualified to direct an intestine transplant program.

b. A letter of recommendation from the primary surgeon and transplant program director at
the transplant program last served by the surgeon, outlining the surgeon’s overall
qualifications to act as primary transplant surgeon, as well as the surgeon’s personal
integrity, honesty, familiarity with and experience in adhering to OPTN obligations, and
other matters judged appropriate. The MPSC may request additional recommendation
letters from the primary surgeon, primary physician, director, or others affiliated with any
transplant program previously served by the surgeon, at its discretion.
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c. A letter from the surgeon that details the training and experience the surgeon gained in
intestine transplantation as well as detailing the plan for obtaining full approval within the
3-year conditional approval period.

d. A letter of commitment from the surgeon’s mentor supporting the detailed plan developed
by the surgeon to obtain full approval.

Appendix G: Membership and Personnel
Requirements for Pancreas and Pancreatic Islet
Transplant Programs

G.2

Primary Pancreas Transplant Surgeon Requirements

A.

Formal 2-year Transplant Fellowship Pathway

Surgeons can meet the training requirements for primary pancreas transplant surgeon by
completing a 2-year transplant fellowship if the following conditions are met:

1.

The surgeon performed at least 15 pancreas transplants as primary surgeon or first assistant
during the 2-year fellowship period. These transplants must be documented in a log that
includes the date of transplant, the role of the surgeon in the procedure, and medical record
number or other unique identifier that can be verified by the OPTN Contractor. This log must
be signed by the director of the training program.

The surgeon performed at least 10 pancreas procurements as primary surgeon or first

assistant during-the-2-yearperiod. These procurements must have been performed anytime

during the surgeon'’s fellowship and the two years immediately following fellowship
completion. These cases must be documented in a log that includes the date of procurement,
location of the donor, and Donor ID. This log must be signed by the director of the training
program.

The surgeon has maintained a current working knowledge of pancreas transplantation,

defined as direct involvement in patient care within the last 2 years. This includes the

management of patients with diabetes mellitus, the selection of appropriate recipients for
transplantation, donor selection, histocompatibility and tissue typing, performing the
transplant operation, immediate postoperative and continuing inpatient care, the use of
immunosuppressive therapy including side effects of the drugs and complications of
immunosuppression, differential diagnosis of pancreas dysfunction in the allograft recipient,
histological interpretation of allograft biopsies, interpretation of ancillary tests for pancreatic
dysfunction, and long term outpatient care.

The training was completed at a hospital with a pancreas transplant training program

approved by the Fellowship Training Committee of the American Society of Transplant

Surgeons or accepted by the OPTN Contractor as described in Section G.7. Approved

Pancreas Transplant Surgeon Fellowship Training Programs that follows. Foreign training

programs will be reviewed by the MPSC and only those programs that are accepted as

equivalent will be granted approval.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program and chairman of the department or
hospital credentialing committee verifying that the fellow has met the above requirements
and is qualified to direct a pancreas transplant program.

b. A letter of recommendation from the fellowship training program’s primary surgeon and
transplant program director outlining the surgeon’s overall qualifications to act as primary
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transplant surgeon as well as the surgeon’s personal integrity, honesty, familiarity with
and experience in adhering to OPTN obligations, and any other matters judged
appropriate. The MPSC may request similar letters of recommendation from the primary
physician, primary surgeon, director, or others affiliated with any transplant program
previously served by the surgeon, at its discretion.

c. A letter from the surgeon that details the training and experience the surgeon has gained
in pancreas transplantation.

Primary Pancreas Transplant Physician Requirements

A.

Twelve-month Transplant Medicine Fellowship Pathway

Physicians can meet the training requirements for a primary pancreas transplant physician during
a separate 12-month transplant medicine fellowship if the following conditions are met:

1.

The physician completed 12 consecutive months of specialized training in pancreas
transplantation at a pancreas transplant program under the direct supervision of a qualified
pancreas transplant physician along with a pancreas transplant surgeon. The training must
have included at least 6 months on the clinical transplant service. The remaining time must
have consisted of transplant-related experience, such as experience in a tissue typing
laboratory, on another solid organ transplant service, or conducting basic or clinical transplant
research.

During the fellowship period, the physician was directly involved in the primary care of 8 or
more newly transplanted pancreas recipients and followed these recipients for a minimum of
3 months from the time of transplant. The care must be documented in a log that includes the
date of transplant and medical record number or other unique identifier that can be identified
by the OPTN Contractor. This recipient log must be signed by the director of the training
program or the transplant program’s primary transplant physician.

The physician has maintained a current working knowledge of pancreas transplantation,
defined as direct involvement in pancreas transplant patient care within the last 2 years. This
includes the management of patients with end stage pancreas disease, the selection of
appropriate recipients for transplantation, donor selection, histocompatibility and tissue
typing, immediate post-operative patient care, the use of immunosuppressive therapy
including side effects of the drugs and complications of immunosuppression, differential
diagnosis of pancreas dysfunction in the allograft recipient, histological interpretation of
allograft biopsies, interpretation of ancillary tests for pancreas dysfunction, and long term
outpatient care.

The physician sheuld must have observed at least 3 ergan pancreas procurements and-3
pancreas-transplants. The physician should must have observed the evaluation,-the-donation
process, and management of these donors.atleast 3-multiple-organ-donors-who-donated-a
pancreas—the physician-completed-these-observations-they These observations must be
documented in a log that includes the date of procurement, location of the donor, and Donor
ID.

The physician must have observed at least 3 pancreas transplants. The observation of these

transplants must be documented in a log that includes the transplant date and medical record
number or other unigue identifier that can be verified by the OPTN Contractor.

. The curriculum of this transplant medicine fellowship should be approved by the Residency

Review Committee for Internal Medicine (RRC-IM) of the Accreditation Council for Graduate
Medical Education (ACGME).

7. The following letters are submitted directly to the OPTN Contractor:
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a. A letter from director of the training program and supervising qualified pancreas
transplant physician send a letter directly to the OPTN Contractor verifying that the fellow
has met the above requirements and is qualified to direct a pancreas transplant program.

b. A letter of recommendation from the fellowship training program’s primary physician and
transplant program director outlining the physician’s overall qualifications to act as
primary transplant physician as well as the physician’s personal integrity, honesty,
familiarity with and experience in adhering to OPTN obligations, and any other matters
judged appropriate. The MPSC may request similar letters of recommendation from the
primary physician, primary surgeon, director, or others affiliated with any transplant
program that the physician previously served, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in pancreas transplantation.

The above training is in addition to other clinical requirements for general nephrology,
endocrinology, or diabetology training.

B.

Clinical Experience Pathway

A physician can meet the requirements for a primary transplant physician through acquired
clinical experience if the following conditions are met:

1.

The physician has been directly involved in the primary care of 15 or more newly transplanted
pancreas recipients and continued to follow these recipients for a minimum of 3 months from
the time of transplant. This patient care must have been provided over a 2 to 5-year period on
an active pancreas transplant service as the primary pancreas transplant physician or under
the direct supervision of a qualified pancreas transplant physician along with a pancreas
transplant surgeon at a pancreas transplant program, or its foreign equivalent. The care must
be documented in a log that includes the date of transplant and the medical record number or
other unique identifier that can be verified by the OPTN Contractor. This recipient log should
be signed by the program director, division chief, or department chair from the program
where the physician gained this experience.

The physician has maintained a current working knowledge of pancreas transplantation,
defined as direct involvement in pancreas transplant patient care within the last 2 years. This
includes the management of patients with end stage pancreas disease, the selection of
appropriate recipients for transplantation, donor selection, histocompatibility and tissue
typing, immediate post-operative patient care, the use of immunosuppressive therapy
including side effects of the drugs and complications of immunosuppression, differential
diagnosis of pancreas dysfunction in the allograft recipient, histological interpretation of
allograft biopsies, interpretation of ancillary tests for pancreas dysfunction, and long term
outpatient care.

The physician sheuld must have observed at least 3 ergan pancreas procurements and-3
pancreas-transplants. The physician sheuld must have alse observed the evaluation,-the
donation process and management of these donors. at—least—&multlpleefgaprdeneps—whe

: , ¢ These
observations must be documented in a Iog that includes the date of procurement location of
the donor, and Donor ID.

The physician must have observed at least 3 pancreas transplants. The observation of these

transplants must be documented in a log that includes the transplant date and medical record
number or other unigue identifier that can be verified by the OPTN Contractor.
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45. The following letters are submitted directly to the OPTN Contractor:

D.

a. A letter from the qualified pancreas transplant physician or surgeon who has been
directly involved with the physician documenting the physician’s experience and
competence.

b. A letter of recommendation from the primary physician and director at the transplant
program last served by the physician outlining the physician’s overall qualifications to act
as primary transplant physician as well as the physician’s personal integrity, honesty,
familiarity with and experience in adhering to OPTN obligations, and any other matters
judged appropriate. The MPSC may request similar letters of recommendation from the
primary physician, primary surgeon, director, or others affiliated with any transplant
program the physician previously served, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in pancreas transplantation.

Conditional Approval for Primary Transplant Physician

If the primary pancreas transplant physician changes at an approved pancreas transplant
program, a physician can serve as the primary pancreas transplant physician for a maximum of
12 months if the following conditions are met:

1.

The physician has been involved in the primary care of 8 or more newly transplanted
pancreas recipients, and has followed these patients for at least 3 months from the time of
their transplant. This care must be documented in a recipient log that includes the date of
transplant and the medical record number or other unique identifier that can be verified by the
OPTN Contractor. This log should be signed by the program director, division chief, or
department chair from the transplant program where the experience was gained.

The physician has maintained a current working knowledge of pancreas transplantation,
defined as direct involvement in pancreas transplant patient care within the last 2 years. This
includes the management of patients with end stage pancreas disease, the selection of
appropriate recipients for transplantation, donor selection, histocompatibility and tissue
typing, immediate post-operative patient care, the use of immunosuppressive therapy
including side effects of the drugs and complications of immunosuppression, differential
diagnosis of pancreas dysfunction in the allograft recipient, histological interpretation of
allograft biopsies, interpretation of ancillary tests for pancreas dysfunction, and long term
outpatient care.

The physician has 12 months experience on an active pancreas transplant service as the
primary pancreas transplant physician or under the direct supervision of a qualified pancreas
transplant physician along with a pancreas transplant surgeon at a designated pancreas
transplant program, or its foreign equivalent. This 12-month period of experience on the
transplant service must have been acquired over a maximum of 2 years.

The physician sheuld must have observed at least 3 ergan pancreas procurements and-3
pancreas-transplants. The physician sheuld-alse must have observed the evaluation,-the
donation process and management of these donors. at—least—&meltupleerga%deneps—whe

, . y These
observatlons must be documented ina Iog that |ncludes the date of procurement location of
the donor, and Donor ID.

The physician must have observed at least 3 pancreas transplants. The observation of these

transplants must be documented in a log that includes the transplant date and medical record
number or other unigue identifier that can be verified by the OPTN Contractor.
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866. The program has established and documented a consulting relationship with counterparts at
another pancreas transplant program.

67. The transplant program submits activity reports to the OPTN Contractor every 2 months
describing the transplant activity, transplant outcomes, physician recruitment efforts, and
other operating conditions as required by the MPSC to demonstrate the ongoing quality and
efficient patient care at the program. The activity reports must also demonstrate that the
physician is making sufficient progress in meeting the required involvement in the primary
care of 15 or more pancreas transplant recipients, or that the program is making sufficient
progress in recruiting a physician who will be on site and approved by the MPSC to assume
the role of Primary Physician by the end of the 12 month conditional approval period.

8. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the qualified pancreas transplant physician and surgeon who were directly
involved with the physician documenting the physician’s experience and competence.

b. A letter of recommendation from the primary physician and director at the transplant
program last served by the physician outlining the physician’s overall qualifications to act
as a primary transplant physician, as well as the physician’s personal integrity, honesty,
and familiarity with and experience in adhering to OPTN obligations, and any other
matters judged appropriate. The MPSC may request additional recommendation letters
from the primary physician, primary surgeon, director, or others affiliated with any
transplant program previously served by the physician, at its discretion.

c. Aletter from the physician that details the training and experience the physician has
gained in pancreas transplantation.

The 12-month conditional approval period begins on the initial approval date granted to the
personnel change application, whether it is interim approval granted by the MPSC subcommittee,
or approval granted by the full MPSC. The conditional approval period ends 12 months after the
first approval date of the personnel change application.

If the transplant program is unable to demonstrate that it has an individual on site who can meet
the requirements as described in Sections G.3.A through G.3.C above at the end of the 12-month
conditional approval period, it must inactivate. The requirements for program inactivation are
described in Appendix K: Transplant Program Inactivity, Withdrawal and Termination of these
Bylaws.

The MPSC may consider on a case-by-case basis and grant a 6-month extension to a transplant
program that provides substantial evidence of progress toward fulfilling the requirements but is
unable to complete the requirements within one year.

Appendix H: Membership and Personnel
Requirements for Heart Transplant Programs

H.2

Primary Heart Transplant Surgeon Requirements

A. Cardiothoracic Surgery Residency Pathway

Surgeons can meet the training requirements for primary heart transplant surgeon by completing
a cardiothoracic surgery residency if all the following conditions are met:

27



OPTN/UNOS Policy Notice

B.

The surgeon performed at least 20 heart or heart/lung transplants as primary surgeon or first
assistant during the cardiothoracic surgery residency. These transplants must be
documented in a log that includes the date of transplant, role of the surgeon in the procedure,
and medical record number or other unique identifier that can be verified by the OPTN
Contractor. This log must be signed by the director of the training program.

The surgeon performed at least 10 heart or heart/lung procurements as primary surgeon or

first assistant under the supervision of a qualified heart transplant surgeon during-the

cardiothoracic-surgery-residency. These procurements must have been performed anytime
during the surgeon’s cardiothoracic surgery residency and the two years immediately
following cardiothoracic surgery residency completion. These procedures must be
documented in a log that includes the date of procurement, location of the donor, and Donor

ID. This log must be signed by the director of the training program.

The surgeon has maintained a current working knowledge of all aspects of heart

transplantation, defined as a direct involvement in heart transplant patient care within the last

2 years. This includes performing the transplant operation, donor selection, use of

mechanical assist devices, recipient selection, post-operative hemodynamic care,

postoperative immunosuppressive therapy, and outpatient follow-up.

This training was completed at a hospital with a cardiothoracic surgery training program

approved by the American Board of Thoracic Surgery, or its foreign equivalent, as accepted

by the MPSC with a recommendation from the Thoracic Organ Transplantation Committee.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program verifying that the surgeon has met the
above requirements and is qualified to direct a heart transplant program.

b. A letter of recommendation from the training program’s primary surgeon and transplant
program director outlining the individual's overall qualifications to act as primary
transplant surgeon, as well as the surgeon’s personal integrity, honesty, and familiarity
with and experience in adhering to OPTN obligations, and any other matters judged
appropriate. The MPSC may request additional recommendation letters from the primary
physician, primary surgeon, director, or others affiliated with any transplant program
previously served by the surgeon, at its discretion.

c. A letter from the surgeon that details the training and experience the surgeon has gained
in heart transplantation.

Twelve-month Heart Transplant Fellowship Pathway

Surgeons can meet the training requirements for primary heart transplant surgeon by completing
a 12-month heart transplant fellowship if the following conditions are met:

1.

The surgeon performed at least 20 heart or heart/lung transplants as primary surgeon or first
assistant during the 12-month heart transplant fellowship. These transplants must be
documented in a log that includes the date of transplant, the role of the surgeon in the
procedure, and the medical record number or other unique identifier that can be verified by
the OPTN Contractor. This log must be signed by the director of the training program.

The surgeon performed at least 10 heart or heart/lung procurements as primary surgeon or
first assistant under the supervision of a qualified heart transplant surgeon during-the-12-
month-hearttransplant-fellowship. These procurements must have been performed anytime
during the surgeon'’s fellowship and the two years immediately following fellowship
completion. These procedures must be documented in a log that includes the date of
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procurement, location of the donor, and Donor ID. This log must be signed by the director of
the training program.

The surgeon has maintained a current working knowledge of all aspects of heart
transplantation, defined as a direct involvement in heart transplant patient care within the last
2 years. This includes performing the transplant operation, donor selection, the use of
mechanical circulatory assist devices, recipient selection, post-operative hemodynamic care,
postoperative immunosuppressive therapy, and outpatient follow-up.

This training was completed at a hospital with a cardiothoracic surgery training program
approved by the American Board of Thoracic Surgery, or its foreign equivalent, as accepted
by the MPSC with a recommendation from the Thoracic Organ Transplantation Committee.

5. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program verifying that the surgeon has met the
above requirements and is qualified to direct a heart transplant program.

b. A letter of recommendation from the training program’s primary surgeon and transplant
program director outlining the individual's overall qualifications to act as primary
transplant surgeon, as well as the surgeon’s personal integrity, honesty, and familiarity
with and experience in adhering to OPTN obligations, and any other matters judged
appropriate. The MPSC may request additional recommendation letters from the primary
physician, primary surgeon, director, or others affiliated with any transplant program
previously served by the surgeon, at its discretion.

c. A letter from the surgeon that details the training and experience the surgeon has gained
in heart transplantation.

Primary Heart Transplant Physician Requirements

A.

Twelve-month Transplant Cardiology Fellowship Pathway

Physicians can meet the training requirements for primary heart transplant physician during a 12-
month transplant cardiology fellowship if the following conditions are met:

1.

During the fellowship period, the physician was directly involved in the primary care of at least
20 newly transplanted heart or heart/lung recipients. This training will have been under the
direct supervision of a qualified heart transplant physician and in conjunction with a heart
transplant surgeon. This care must be documented in a log that includes the date of
transplant and the medical record number or other unique identifier that can be verified by the
OPTN Contractor. This recipient log must be signed by the director of the training program or
the primary transplant physician at the transplant program.

The physician has maintained a current working knowledge of heart transplantation, defined
as direct involvement in heart transplant patient care within the last 2 years. This includes the
care of acute and chronic heart failure, donor selection, the use of mechanical circulatory
support devices, recipient selection, pre- and post-operative hemodynamic care, post-
operative immunosuppressive therapy, histological interpretation and grading of myocardial
biopsies for rejection, and long-term outpatient follow-up.

The physician sheuld must have observed at least 3 ergan heart procurements and-3-heart
transplants. The physician sheuld-alse must have observed the evaluation,-the-donation
process and management of these donors. 3%It+plee¥ganeeneps—wheﬂa¥edenatmg—a—hea#t
: v These observations
must be documented ina Iog that includes the date of procurement location of the donor,

and Donor ID.
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The physician must have observed at least 3 heart transplants. The observation of these

B.

transplants must be documented in a log that includes the transplant date and medical record
number or other unigue identifier that can be verified by the OPTN Contractor.

5. This training was completed at a hospital with an American Board of Internal Medicine

certified fellowship training program in adult cardiology or American Board of Pediatrics
certified fellowship training program in pediatric cardiology or its foreign equivalent, as
accepted by the MPSC.

. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program and the supervising qualified heart
transplant physician verifying that the physician has met the above requirements and is
qualified to direct a heart transplant program.

b. A letter of recommendation from the training program’s primary physician and transplant
program director outlining the physician’s overall qualifications to act as primary
transplant physician, as well as the physician’s personal integrity, honesty, and familiarity
with and experience in adhering to OPTN obligations, and any other matters judged
appropriate. The MPSC may request additional recommendation letters from the Primary
Physician, primary surgeon, director, or others affiliated with any transplant program
previously served by the physician, at its discretion.

c. Aletter from the physician that details the training and experience the physician has
gained in heart transplantation.

Clinical Experience Pathway

A physician can meet the requirements for primary heart transplant physician through acquired
clinical experience if the following conditions are met.

1.

The physician has been directly involved in the primary care of 20 or more newly transplanted
heart or heart/lung recipients and continued to follow these recipients for a minimum of 3
months from transplant. This patient care must have been provided over a 2 to 5-year period
on an active heart transplant service as the primary heart transplant physician or under the
direct supervision of a qualified heart transplant physician and in conjunction with a heart
transplant surgeon at a heart transplant program or its foreign equivalent. This care must be
documented in a log that includes the date of transplant and medical record number or other
unique identifier that can be verified by the OPTN Contractor. This recipient log should be
signed by the director or the primary transplant physician at the transplant program where the
physician gained this experience.

The physician has maintained a current working knowledge of heart transplantation, defined
as direct involvement in heart transplant patient care within the last 2 years. This includes the
care of acute and chronic heart failure, donor selection, use of mechanical circulatory support
devices, recipient selection, pre- and post-operative hemodynamic care, post-operative
immunosuppressive therapy, histological interpretation and grading of myocardial biopsies for
rejection, and long-term outpatient follow-up.

The physician sheuld must have observed at least 3 ergan heart procurements and-3-heart
fransplants. The physician sheuld-alse must have observed the evaluation, the donation
process and management of these donors. 3%It+plee¥ganeeneps—vme—a¥edenatmg—a—hea#t
] ; y These observations
must be documented ina Iog that includes the date of procurement location of the donor,

and Donor ID.
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The physician must have observed at least 3 heart transplants. The observation of these

transplants must be documented in a log that includes the transplant date and medical record
number or other unigue identifier that can be verified by the OPTN Contractor.

45. The following letters are submitted directly to the OPTN Contractor:

D.

a. A letter from the heart transplant physician or the heart transplant surgeon who has been
directly involved with the physician at the transplant program verifying the physician’s
competence.

b. A letter of recommendation from the primary physician and transplant program director
at the transplant program last served by the physician outlining the physician’s overall
qualifications to act as primary transplant physician, as well as the physician’s personal
integrity, honesty, and familiarity with and experience in adhering to OPTN obligations,
and any other matters judged appropriate. The MPSC may request additional
recommendation letters from the primary physician, primary surgeon, director, or others
affiliated with any transplant program previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in heart transplantation.

Conditional Approval for Primary Transplant Physician

If the primary heart transplant physician changes at an approved heart transplant program, a
physician can serve as the primary heart transplant physician for a maximum of 12 months if the
following conditions are met:

1.

2.

The physician has current board certification in cardiology by the American Board of Internal
Medicine, the American Board of Pediatrics, or the foreign equivalent.

The physician has 12 months experience on an active heart transplant service as the primary
heart transplant physician or under the direct supervision of a qualified heart transplant
physician and in conjunction with a heart transplant surgeon at a designated heart transplant
program. These 12 months of experience must be acquired within a 2-year period.

The physician has maintained a current working knowledge of heart transplantation, defined
as direct involvement in heart transplant patient care within the last 2 years. This includes
knowledge of acute and chronic heart failure, donor selection, the use of mechanical
circulatory support devices, recipient selection, pre- and post-operative hemodynamic care,
post-operative immunosuppressive therapy, histological interpretation in grading of
myocardial biopsies for rejection, and long-term outpatient follow-up.

The physician has been involved in the primary care of 10 or more newly transplanted heart
or heart/lung transplant recipients as the heart transplant physician or under the direct
supervision of a qualified heart transplant physician or in conjunction with a heart transplant
surgeon. The physician will have followed these patients for a minimum of 3 months from the
time of transplant. This care must be documented in a log that includes the date of transplant
and medical record or other unique identifier that can be verified by the OPTN Contractor.
This recipient log should be signed by the program director or the primary transplant
physician at the transplant program where the physician gained experience.

The physician sheuld must have observed at least 3 ergan heart procurements and-3-heart
fransplants. The physician sheuld-alse must have observed the evaluation, the-donation

process and management of these donors. at—leaste&mumeleergaedenepswheeenated—a

observatlons must be documented in a log that includes the date of procurement, Iocatlon of
the donor, and Donor ID.
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6. The physician must have observed at least 3 heart transplants. The observation of these
transplants must be documented in a log that includes the transplant date and medical record
number or other unique identifier that can be verified by the OPTN Contractor.

67. The program has established and documented a consulting relationship with counterparts at
another heart transplant program.

8. The transplant program submits activity reports to the OPTN Contractor every 2 months
describing the transplant activity, transplant outcomes, physician recruitment efforts, and
other operating conditions as required by the MPSC to demonstrate the ongoing quality and
efficient patient care at the program. The activity reports must also demonstrate that the
physician is making sufficient progress to meet the required involvement in the primary care
of 20 or more heart transplant recipients, or that the program is making sufficient progress in
recruiting a physician who meets all requirements for primary heart transplant physician by
the end of the 12 month conditional approval period.

89. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the heart transplant physician or the heart transplant surgeon who has been
directly involved with the physician at the transplant program verifying the physician’s
competence.

b. A letter of recommendation from the primary physician and director at the transplant
program last served by the physician outlining the physician’s overall qualifications to act
as primary transplant physician, as well as the physician’s personal integrity, honesty,
and familiarity with and experience in adhering to OPTN obligations, and any other
matters judged appropriate. The MPSC may request additional recommendation letters
from the primary physician, primary surgeon, director, or others affiliated with any
transplant program previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in heart transplantation.

The 12-month conditional approval period begins on the first approval date granted to the
personnel change application, whether it is an interim approval granted by the MPSC
subcommittee, or an approval granted by the full MPSC. The conditional approval period ends
exactly 12 months after this first approval date of the personnel change application.

If the program is unable to demonstrate that it has an individual on site who can meet the
requirements as described in Sections H.3.A through H.3.C above at the end of the 12-month
conditional approval period, it must inactivate. The requirements for program inactivation are
described in Appendix K: Transplant Program Inactivity, Withdrawal, and Termination of these
Bylaws.

The MPSC may consider on a case-by-case basis and grant a 6-month extension to a transplant

program that provides substantial evidence of progress toward fulfilling the requirements but is
unable to complete the requirements within one year.

32



OPTN/UNOS Policy Notice

Appendix I: Membership and Personnel Requirements
for Lung Transplant Programs

1.2

Primary Lung Transplant Surgeon Requirements

A.

Cardiothoracic Surgery Residency Pathway

Surgeons can meet the training requirements for primary lung transplant surgeon by completing a
cardiothoracic surgery residency if the following conditions are met:

1.

During the cardiothoracic surgery residency, the surgeon has performed at least 15 lung or
heart/lung transplants as primary surgeon or first assistant under the direct supervision of a
qualified lung transplant surgeon and in conjunction with a lung transplant physician at a lung
transplant program. At least half of these transplants must be lung procedures. These
transplants must be documented in a log that includes the date of transplant, role of the
surgeon in the procedure, and medical record number or other unique identifier that can be
verified by the OPTN Contractor. This log must be signed by the director of the training
program.

The surgeon performed at least 10 lung procurements as primary surgeon or first assistant

under the supervision of a qualified lung transplant surgeon. These procurements must have

been performed anytime during the surgeon’s cardiothoracic surgery residency and the two
years immediately following cardiothoracic surgery residency completion. These procedures
must be documented in a log that includes the date of procurement, location of the donor,

and Donor ID.

The surgeon has maintained a current working knowledge of all aspects of lung

transplantation, defined as a direct involvement in lung transplant patient care within the last

2 years. This includes the care of acute and chronic lung failure, cardiopulmonary bypass,

donor selection, recipient selection, pre- and postoperative ventilator care, postoperative

immunosuppressive therapy, histological interpretation and grading of lung biopsies for
rejection, and long-term outpatient follow-up. This training must also include the other clinical
requirements for thoracic surgery.

This training was completed at a hospital with a cardiothoracic training program approved by

the American Board of Thoracic Surgery, or its foreign equivalent. Foreign programs must

have a recommendation from the Thoracic Organ Transplantation Committee and be
accepted as equivalent by the MPSC.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program verifying that the surgeon has met the
above requirements and is qualified to direct a lung transplant program.

b. A letter of recommendation from the program’s primary surgeon and transplant program
director outlining the individual’s overall qualifications to act as primary transplant
surgeon, as well as the surgeon’s personal integrity, honesty, and familiarity with and
experience in adhering to OPTN obligations and compliance protocols, and any other
matters judged appropriate. The MPSC may request additional recommendation letters
from the primary physician, primary surgeon, director, or others affiliated with any
transplant program previously served by the surgeon, at its discretion.

c. A letter from the surgeon that details the training and experience the surgeon has gained
in lung transplantation.
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B.

Twelve-month Lung Transplant Fellowship Pathway

Surgeons can meet the training requirements for primary lung transplant surgeon by completing a
12-month lung transplant fellowship if the following conditions are met:

1.

The surgeon has performed at least 15 lung or heart/lung transplants under the direct
supervision of a qualified lung transplant surgeon and in conjunction with a qualified lung
transplant physician as primary surgeon or first assistant during the 12-month lung transplant
fellowship. At least half of these transplants must be lung procedures. These transplants
must be documented in a log that includes the date of transplant, the role of the surgeon in
the procedure, and the medical record number or other unique identifier that can be verified
by the OPTN Contractor. This log must be signed by the director of the program.

The surgeon has performed at least 10 lung procurements as primary surgeon or first

assistant under the supervision of a qualified lung transplant surgeon-during-the-12-menth

lung-transplantfellowship. These procurements must have been performed anytime during
the surgeon’s fellowship and the two years immediately following fellowship completion.

These procedures must be documented in a log that includes the date of procurement,

location of the donor, and Donor ID.

The surgeon has maintained a current working knowledge of all aspects of lung

transplantation, defined as a direct involvement in lung transplant patient care within the last

2 years. This includes the care of acute and chronic lung failure, cardiopulmonary bypass,

donor selection, recipient selection, pre- and postoperative ventilator care, postoperative

immunosuppressive therapy, histological interpretation and grading of lung biopsies for
rejection, and long-term outpatient follow-up.

This training was completed at a hospital with a cardiothoracic training program approved by

the American Board of Thoracic Surgery, or its foreign equivalent. Foreign programs must

have a recommendation from the Thoracic Organ Transplantation Committee and be
accepted as equivalent by the MPSC.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program verifying that the surgeon has met the
above requirements and is qualified to direct a lung transplant program.

b. A letter of recommendation from the training program’s primary surgeon and transplant
program director outlining the individual’s overall qualifications to act as primary
transplant surgeon, as well as the surgeon’s personal integrity, honesty, and familiarity
with and experience in adhering to OPTN obligations, and any other matters judged
appropriate. The MPSC may request additional recommendation letters from the primary
physician, primary surgeon, director, or others affiliated with any transplant program
previously served by the surgeon, at its discretion.

c. A letter from the surgeon that details the training and experience the surgeon has gained
in lung transplantation.

Primary Lung Transplant Physician Requirements

A.

Twelve-month Transplant Pulmonary Fellowship Pathway

Physicians can meet the training requirements for primary lung transplant physician during a 12-
month transplant pulmonary fellowship if the following conditions are met:

1.

The physician was directly involved in the primary and follow-up care of at least 15 newly
transplanted lung or heart/lung recipients. This training will have been under the direct
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supervision of a qualified lung transplant physician and in conjunction with a lung transplant
surgeon. At least half of these patients must be single or double-lung transplant recipients.
This care must be documented in a log that includes the date of transplant and the medical
record number or other unique identifier that can be verified by the OPTN Contractor. This
recipient log must be signed by the director of the training program or the primary transplant
physician at the transplant program.

The physician has maintained a current working knowledge of all aspects of lung
transplantation, defined as a direct involvement in lung transplant patient care within the last
2 years. This includes the care of acute and chronic lung failure, cardiopulmonary bypass,
donor selection, recipient selection, pre- and postoperative ventilator care, postoperative
immunosuppressive therapy, histological interpretation and grading of lung biopsies for
rejection, and long-term outpatient follow-up.

The physician should must have observed at least 3 lung or heart/lung procurements and-3
lung-transplants. The physician sheuld-alse must have observed the evaluation, the-donation
process and management of these donors. Mpleerganeeners—wheﬂaredenatmg—tﬂung
¢ These observations
must be documented ina Iog that includes the date of procurement location of the donor,
and Donor ID.

The physician must have observed at least 3 lung transplants. The observation of these

B.

transplants must be documented in a log that includes the transplant date and medical record
number or other unigue identifier that can be verified by the OPTN Contractor.

. This training was completed at a hospital with an American Board of Internal Medicine

certified fellowship training program in adult pulmonary medicine, an American Board of
Pediatrics-certified fellowship training program in pediatric medicine, or its foreign equivalent.
Foreign programs must have a recommendation from the Thoracic Organ Transplantation
Committee and be accepted as equivalent by the MPSC.

6. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the director of the training program verifying that the physician has met the
above requirements and is qualified to direct a lung transplant program.

b. A letter of recommendation from the training program’s primary physician and transplant
program director outlining the physician’s overall qualifications to act as primary
transplant physician, as well as the physician’s personal integrity, honesty, and familiarity
with and experience in adhering to OPTN obligations, and any other matters judged
appropriate. The MPSC may request additional recommendation letters from the primary
physician, primary surgeon, director, or others affiliated with any transplant program
previously served by the physician, at its discretion.

c. A letter from the physician that details the training and experience the physician has
gained in lung transplantation.

Clinical Experience Pathway

A physician can meet the requirements for primary lung transplant physician through acquired
clinical experience if the following conditions are met.

1.

The physician has been directly involved in the primary care of 15 or more newly transplanted
lung or heart/lung recipients and continued to follow these recipients for a minimum of 3
months from the time of transplant. At least half of these transplant must be lung transplants.
This patient care must have been provided over a 2 to 5-year period on an active lung
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transplant program or its foreign equivalent. This care must have been provided as the lung
transplant physician or directly supervised by a qualified lung transplant physician along with
a lung transplant surgeon. This care must be documented in a log that includes the date of
transplant and medical record number or other unique identifier that can be verified by the
OPTN Contractor. This recipient log should be signed by the director or the primary
transplant physician at the transplant program where the physician gained this experience.
The physician has maintained a current working knowledge of all aspects of lung
transplantation, defined as a direct involvement in lung transplant patient care within the last
2 years. This includes the care of acute and chronic lung failure, cardiopulmonary bypass,
donor selection, recipient selection, pre- and postoperative ventilator care, postoperative
immunosuppressive therapy, histological interpretation and grading of lung biopsies for
rejection, and long-term outpatient follow-up.

The physician sheuld must observe at least 3 lung or heart/lung procurements and-3-lung
transplants. The physician sheuld-alse must have observed the evaluation,-the-donation
process and management of these donors. %%Mpleerganﬂeners—whe—ar&denatuw—a—t&ng
v These observations
must be documented ina Iog that includes the date of procurement location of the donor,
and Donor ID.

The physician must have observed at least 3 lung transplants. The observation of these

D.

transplants must be documented in a log that includes the transplant date and medical record

number or other unique identifier that can be verified by the OPTN Contractor.

The following letters are submitted directly to the OPTN Contractor:

a. A letter from the lung transplant physician or surgeon of the training program who has
been directly involved with the physician documenting the physician’s competence.

b. A letter of recommendation from the primary physician and transplant program director at
the transplant program last served by the physician outlining the physician’s overall
qualifications to act as primary transplant physician, as well as the physician’s personal
integrity, honesty, and familiarity with and experience in adhering to OPTN obligations,
and any other matters judged appropriate. The MPSC may request additional
recommendation letters from the primary physician, primary surgeon, director, or others
affiliated with any transplant program previously served by the physician, at its discretion.

c. Aletter from the physician that details the training and experience the physician has
gained in lung transplantation.

Conditional Approval for Primary Transplant Physician

If the primary lung transplant physician changes at an approved lung transplant program, a
physician can serve as the primary lung transplant physician for a maximum of 12 months if the
following conditions are met:

1.

The physician is a pulmonologist with current board certification in pulmonary medicine by the
American Board of Internal Medicine, the American Board of Pediatrics, or the foreign
equivalent.

The physician has 12 months of experience on an active lung transplant service as the
primary lung transplant physician or under the direct supervision of a qualified lung transplant
physician and in conjunction with a lung transplant surgeon at a designated lung transplant
program. These 12 months of experience must be acquired within a 2-year period.

The physician has been involved in the primary care of 8 or more newly transplanted lung or
heart/lung transplant recipients as the lung transplant physician or under the direct
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supervision of a qualified lung transplant physician and in conjunction with a lung transplant
surgeon. At least half of these patients must be lung transplant recipients. This care must be
documented in a recipient log that includes the date of transplant and medical record or other
unique identifier that can be verified by the OPTN Contractor. This log should be signed by
the program director or the primary transplant physician at the transplant program where the
physician gained experience.

4. The physician has maintained a current working knowledge of all aspects of lung
transplantation, defined as a direct involvement in lung transplant patient care within the last
2 years. This includes the care of acute and chronic lung failure, cardiopulmonary bypass,
donor selection, recipient selection, pre- and postoperative ventilator care, postoperative
immunosuppressive therapy, histological interpretation and grading of lung biopsies for
rejection, and long-term outpatient follow-up.

5. The physician sheuld must have observed at least 3 lung or heart/lung procurements and-3
lung-transplants. The physician sheuld-alse must have observed the evaluation, the donation
process and management of these donors. %%Itrpleerganeeners—whe—aredenatmg—tﬂemg

v These observations
must be documented ina Iog that includes the date of procurement location of the donor,
and Donor ID.

6. The physician must have observed at least 3 lung transplants. The observation of these
transplants must be documented in a log that includes the transplant date and medical record
number or other unique identifier that can be verified by the OPTN Contractor.

67. The program has established and documented a consulting relationship with counterparts at
another lung transplant program.

#8. The transplant program submits activity reports to the OPTN Contractor every 2 months
describing the transplant activity, transplant outcomes, physician recruitment efforts, and
other operating conditions as required by the MPSC to demonstrate the ongoing quality and
efficient patient care at the program. The activity reports must also demonstrate that the
physician is making sufficient progress to meet the required involvement in the primary care
of 20 or more lung transplant recipients, or that the program is making sufficient progress in
recruiting a physician who meets all requirements for primary lung transplant physician by the
end of the 12 month conditional approval period.

89. The following letters are submitted directly to the OPTN Contractor:

a. A letter from the supervising lung transplant physician or surgeon of the training program
documenting the physician’s competence.

b. A letter of recommendation from the training program’s primary physician and director
outlining the physician’s overall qualifications to act as primary transplant physician of the
transplant program last served by the physician, as well as the physician’s personal
integrity, honesty, and familiarity with and experience in adhering to OPTN obligations,
and any other matters judged appropriate. The MPSC may request additional
recommendation letters from the primary physician, primary surgeon, director, or others
affiliated with any transplant program previously served by the physician, at its discretion.

c. Aletter from the physician that details the training and experience the physician has
gained in lung transplantation.

The 12-month conditional approval period begins on the first approval date granted to the
personnel change application, whether it is an interim approval granted by the MPSC
subcommittee, or approval granted by the full MPSC. The conditional approval period ends
exactly 12 months after this first approval date of the personnel change application.
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If the program is unable to demonstrate that it has an individual practicing on site who can meet
the requirements as described in Sections 1.3.A through 1.3.C above at the end of the 12-month
conditional approval period, it must inactivate. The requirements for transplant program
inactivation are described in Appendix K: Transplant Program Inactivity, Withdrawal, and
Termination of these Bylaws.

The MPSC may consider on a case-by-case basis and grant a 6-month extension to a transplant
program that provides substantial evidence of progress toward fulfilling the requirements but is
unable to complete the requirements within one year.

#
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Proposal to Reduce the Documentation Shipped with
Organs

Sponsoring Committee: Organ Procurement Organization

Policy/Bylaws Affected: Policies 2.2: OPO Responsibilites, 16.1: Organs
Recovered by Living Donor Recovery Hospitals, and
16.4: Documentation Accompanying the Organ or

Vessel
Public Comment: August 2015
Effective Date: March 1, 2016

Problem Statement

The OPTN/UNOS organ documentation policy (16.4.A) states that members must include the complete
donor record in the container with each transported organ. These requirements originated before OPOs
had access to electronic medical records and could upload information into DonorNet®. During the
TransNets™ project, the project team discovered that the amount of time coordinators spent making copies
of donor record documents took their time and attention away from critical, time-sensitive aspects of their
job. Including these documents, most of which were already in DonorNet, in the package with the organ
was inefficient, redundant, and a potential safety hazard because it took their attention away from donor
management. The current requirements can also delay the departure of the transplant teams and
unnecessarily increase cold ischemic time.

Summary of Changes
The only source documentation that must accompany each organ is blood type, blood subtype (if used for
allocation), and infectious disease testing results. When transplant programs receive the organ, they must
upload to DonorNet® this information along with documentation for the death pronouncement,
authorization for donation, human leukocyte antigen (HLA) type, donor evaluation and management,
donor medical and behavioral history, and organ intraoperative findings. We also modified Policy 16.1 to
address a conflict with Policy 16.4 regarding living donor documentation that accompany living donor
organs.

What Members Need to Do

Nothing will immediately change for OPOs even after this policy is implemented because the Centers for
Medicare & Medicaid Services (CMS) still requires you to send complete donor documentation with the
organs. UNOS will work with HRSA and CMS to make these OPTN and CMS requirements consistent.
Once this happens, OPOs will upload all donor information to DonorNet as usual. Transplant hospitals will
need to be aware that donor information is available in DonorNet and that OPOs will only include the
blood type and infectious disease source documentation in the shipping container with each organ. If
transplant hospitals need paper copies they can print the DonorNet information.

We will let you know in advance whenever our requirements and CMS requirements are in alignment.
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Affected Policy Language:

New language is underlined and language that will be deleted is struck-through.

2.2 OPO Responsibilities

The host OPO is also responsible for all of the following:

Pobh-~
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Identifying potential deceased donors.

Providing evidence of authorization for donation.

Evaluating deceased donors.

Maintaining documentation used to exclude any patient from the imminent neurological death data
definition or the eligible data definition.

Verifying that death is pronounced according to applicable laws.

Establishing and then implementing a plan to address organ donation for diverse cultures and ethnic
populations.

Clinical management of the deceased donor.

Assuring that the necessary tissue-typing material is procured, divided, and packaged.

. Assessing deceased donor organ quality.

0 Preservmg packaging, and transporting the organs.

42.11. Executing the match run and using the resulting match for each deceased donor organ allocation.

The previous sentence does not apply to VCA transplants; instead, members must allocate VCAs
according to Policy 12.2: VCA Allocation.

43. 12. Documenting and maintaining complete deceased donor information for seven years for all organs

procured.

44. 13. Ensuring that writter documentation for all of the following deceased donor information is

15

submitted to the OPTN Contractor upon receipt to enable complete and accurate evaluation of
donor SU|tab|I|tv by transplant proqrams

ABO source documentatlon

ABO subtype source documentation
Infectious disease results source documentation
Death pronouncement source documentation
Authorization for donation source documentation
Human leukocyte antigen (HLA) type
Donor evaluation and management
Donor medical and behavioral history

i. Organ intraoperative findings
14. Maintaining blood specimens appropriate for serologic and nucleic acid testing (NAT), as
available, for each deceased donor for at least 10 years after the date of organ transplant, and
ensuring these samples are available for retrospective testing. The host OPO must document the
type of sample in the deceased donor medical record and, if possible, should use qualified
specimens.

S@ o a0OTw

16.1 Organs Recovered by Living Donor Recovery Hospitals

Living donor recovery hospitals must follow all of the requirements for packaging, labeling, and

transporting organs, tissue typing material, and vessels according to this Policy, with these
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differences:

1.

While OPOs are responsible for packaging, labeling, and transporting deceased donor

organs, vessels, and tissue typing samples, recovery hospitals are responsible for

packaging, labeling, and transporting living donor organs, vessels, and tissue typing

samples.

When a member repackages a living donor organ, they are not required to notify the

member that originally packaged the organ.

Instead-of In addition to the list of documents in Policy 16.4: Documentation Accompanying the
Organ or Vessel, living donor organs must contain the blood type source documents, donor
informed consent form, and the complete medical record of the living donor. Vessels that are
shipped separately from living donor organs must include the same documents as are required for
shipping living donor organs.

Blood samples must contain the donor ID and one of the following three identifiers: donor date of
birth, donor initials, or a locally assigned unique ID. Each sample must contain the donor’s

blood type and subtype, the type of tissue, and the date and time when the sample was
obtained. The recovery hospital must document in the donor record all unique identifiers

used to label blood samples and tissue typing materials.

. The recovery hospital will provide specimens for tissue typing if requested. The minimum

typing materials for living donor kidneys are: two ACD (yellow top) tubes per kidney.

16.4 Documentation Accompanying the Organ or Vessel

16.4.A Organ Packaging Documentation Requirements

Each external deceased and I|V|nq donor transport contalner holding an organ must be sent with
. all of the following source

documentatlon:

1. Blood type source-documentation

2. Blood subtype source-documentation, if used for allocation

3. Infectious disease testing results available at the time of organ packaging
4 . . : ) .

5.

6.

7.

Deoner The source documentation must be placed in a watertight container in either of the
following:

e Alocation specifically designed for documentation
o Between the inner and external transport containers




Proposal to Increase OPTN/UNOS Committee Terms
to Three Years

Sponsoring Committee: Policy Oversight

Policy/Bylaws Affected: OPTN Bylaws Article VII, Sections 7.2: Standing
Committee Chairs, 7.3: Terms of Standing Committee
Members, and 7.5: The Policy Oversight Committee

(POC)
Public Comment: August 2015
Effective Date: March 1, 2016

Problem Statement

Currently committee members have two-year terms, except for Patient Affairs (PAC), Ethics, and
Transplant Administrators Committee (TAC) members who serve three-year terms. In spring 2015, we
asked the committees if they thought a two-year term gave them enough time to complete larger projects.
Committee members with current two-year terms voted almost unanimously to extend terms to three
years. Those who already serve three-year terms thought that was the appropriate amount of time.
Examples of recent large projects that have taken longer than two-years to complete include KAS (Kidney
Allocation System), ABO Blood Typing Requirements, and Revisions to LAS (Lung Allocation System).

Two-year terms also require that half of the committee be educated and oriented on their committee
duties each year. This is inefficient and may cause committees to lose important expertise and historical
knowledge.

Summary of Changes

This project will affect all committee members except TAC, PAC, Ethics, and Membership and
Professional Standards (MPSC), who will see no change in their current committee terms. The following
table summarizes committee term lengths:
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What Members Need to Do

There is nothing members need to do to implement this proposal. UNOS staff will educate all potential
and new committee members that when they volunteer for a committee they are committing to serve a
three-year term. They will also communicate that leadership terms are two-years each for the Vice Chair
and Chair, except for PAC, TAC, and Ethics.

Affected Policy/Bylaw Language:
New language is underlined and language that will be deleted is struck-through.

7.2  Permanent Standing Committee Chairs and Vice Chairs

Committee Chairs inform the OPTN president and the Executive Director of the activities of their
Committees and report to the Board of Directors upon request.

The treasurer of the OPTN serves as the Chair of the Finance Committee. The vice president, with
approval of the Board of Directors, appoints the Chair of the other permanent standing Committees.

Chairs and Vice Chairs of the permanent standing Committees have the following terms:

®  The Patient Affairs, Ethics and Transplant Administrator Chairs and Vice Chairs serve three-year
terms.

®  Other Chairs and Vice Chairs serve two-year terms.

Chairs will serve an additional 1-year term as an ex-officio member of the Committee.

The vice president may appoint one or more Committee Chairs for a one-year term so that a staggered
rotation is achieved. Committee Chairs may be appointed to consecutive terms. The president will appoint
the replacement for any Chairs or Vice Chairs who cannot complete their full term for any reason.

7.3 Terms of Permanent Standing Committee Members

The vice president appoints members of the Committees for terms of twethree years, except for the

Patient-Affairs-Ethics-and-Transplant-Administrators Committee Membership and Professional Standards
Committee (MPSC) members, who serve threetwo-year terms. When appointing permanent standing

Committee members, the vice president may also:

®  Appoint up to one-thirdhalf of the members of a Committee to a one-year term to achieve a staggered
rotation.

®  Appoint any Committee member to an additional full_or partial eersecutive-term whose expertise is
needed for the Committee to continue its work.

The president will appoint the replacement for any Committee members who cannot complete their full
term for any reason. Committee terms begin on July 1.
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7.5 The Policy Oversight Committee (POC)

The OPTN will haveas a permanent standing committee, the Policy Oversight Committee (POC), that Fhe
POC will be advisory to the Board of Directors. The POC will alse provide written recommendations about
policies to the Board of Directors at least twice a year.

A. Composition of POC
The POC will be comprised of the Vice Chairs of the-organ-related-and-constituency-Commitiees

each of the Committees, or a representative of each Committee appointed by the vice president,
and the-felloewing-other individuals as needed.members:

B. Ex-officio Representation

The Policy Oversight Committee will also have ex-officio members from the Division of
Transplantation of the HHS and the Scientific Registry of Transplant Recipients (SRTR), or
representatives they designate, as follows:

1. The U.S. Health Resources and Services Administration (HRSA) Project Officer for the OPTN
contract.

2. The Director of the Division of Transplantation.

3. One other Federal representative to be designated by the OPTN Project Officer.

4. The Project Officer of the SRTR contract.

5. Two ex-officio, non-voting representatives of the SRTR, chosen by the SRTR.

CB. Terms of POC Members

With-the-exception-of the MPSC-Vice Chair,aAll POC members, except the Chair or standing
Committee Vice Chairs, serve ex-officio-on-the-Policy Oversight Committee—Allothermembers
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of the POC servefor terms equal to the term they are serving on the Committee they are
representing. POC terms begin on July 1.
#




Update to the Human Leukocyte Antigens (HLA)
Equivalency Tables

Sponsoring Committee: Histocompatibility

Policy/Bylaws Affected: Policy 2.11.A: Required Information for Deceased Kidney
Donors, Policy 2.11.B: Required Information for Deceased
Liver Donors, 2.11.C: Required Information for Deceased
Heart Donors, 2.11.D: Required Information for Deceased
Lung Donors, 2.11.E: Required Information for Deceased
Pancreas Donors, 4.1: Requirements for Laboratory Review
of Reports, 4.2: Requirements for Waiting list Data
Verification, 4.3: Requirements for Performing and Reporting
HLA Typing, 4.4: Resolving Discrepant Donor and Recipient
HLA Results, 4.5: Antibody Screening and Reporting, 4.6:
Crossmatching, 4.7: Blood Type Determination, 4.8:
Preservation of Excess Specimens, 4.9: HLA Antigen Values
and Split Equivalneces, Policy 4.10: Reference Tables of HLA
Antigen Values and Split Equivalences, 13.5.A: HLA Typing
Requirements for OPTN KPD Candidates, and 13.5.C: HLA
Typing Requirements for OPTN KPD Donors

Public Comment: August 2015

Effective Date: All policies listed above except for 4.9 and 4.10 will be
effective March 1, 2016. Policies 4.9 and 4.10 will be
effective pending implementation and notice to OPTN
members.

Problem Statement
This proposal addresses four different issues:

Updates the Equivalency Tables as required by OPTN Policy
Adds new alleles to the HLA antigen dropdown in UNetSM
Updates terminology to reflect modern terminology

Removes duplicative sections of HLA policy

A

Policy 4.7: HLA Antigen Values and Split Equivalences, states: “The Histocompatibility Committee must
review and recommend any changes needed to the tables on or before June 1 of each year.” The Board
of Directors last approved updates to the Equivalency Tables in November 2013. Since that time,

additional updates to the equivalencies have been proposed and will be incorporated into these tables in

policy.

This proposal also adds additional alleles (subtypes) to the HLA antigen dropdown options in UNet to
increase access to transplant for sensitized candidates and improve identification of zero antigen
mismatches. Current dropdowns are unnecessarily disadvantaging candidates who have antibodies
against some but not all alleles in a single antigen group. For these patients, members currently can only
list corresponding antigens (inclusive of all alleles in the group) as unacceptable antigens, excluding
candidates from a broader donor pool than necessary. In addition, candidates with an allele specific



antibody that is in the same antigen group as their own allele cannot have the unacceptable allele or the
antigen listed (for example, candidate type: B*44:02; unacceptable allele, B*44:03).

Additionally, current policy references HLA-DPB, HLA-DQA, and HLA-DQB. This terminology is not
medically accurate as defined by accepted terminology from the World Health Organization and the
genetics community. Therefore, the Committee also proposes updating references to these HLA loci in
policy to HLA-DPB1, HLA-DQA1, and HLA-DQB1 to distinguish them from other closely related loci, and
to reflect commonly accepted practices within the histocompatibility community.

Lastly, in November of 2014, the Board passed a proposal to expand the Deceased Donor HLA Types.
This proposal added Policy 4.4: Requirements for Performing and Reporting HLA Typing, which was
meant to replace current Policy 4.1: HLA Typing. However, section 4.1 was never stricken from policy.
This proposal removes the current Policy 4.1, and adds references to pancreas and pancreas islet HLA
requirements in Policy 4.4 so that they are aligned with Policy 3.4.D: Candidate Human Leukocyte
Antigen (HLA) Requirements.

Summary of Changes
This proposal makes the following changes to policy:

Changes all references of HLA- DPB, DQA, and DQB to DPB1, DQA1, and DQBH1, respectively
Adds alleles to the HLA- DR51, DR52, and DR53 dropdown menus in UNet

Updates matching antigen equivalencies and unacceptable antigens in all tables

Removes duplicative Policy 4.1: HLA Typing

Adds pancreas and pancreas islet references to Policy 4.3: Requirements for Performing and
Reporting HLA Typing.

What Members Need to Do

All OPTN members and vendors will need to familiarize themselves with these changes.

Transplant programs may need to request updated HLA typing using molecular methods for existing
candidates who may be disadvantaged by the changes to the HLA Matching Equivalences tables,
especially for any candidate who has a ‘broad’ antigen listed in their reported HLA type.

Histocompatiblity labs will be required to assign antigens less broadly to candidates than in the past.

Members may also need to review and modify unacceptable antigens reported for candidates with
antibodies against alleles that are being added.

Affected Policy/Bylaw Language
New language is underlined and language that will be deleted is struck-through.

2.11 Required Deceased Donor Information

2.11.A Required Information for Deceased Kidney Donors

The host OPO must provide all the following additional information for all deceased donor kidney

offers:

1. Date of admission for the current hospitalization

2. Donor name

3. Donor ID

4. Ethnicity

5. Relevant past medical or social history

6. Current history of abdominal injuries and operations

7. Current history of average blood pressure, hypotensive episodes, average urine output, and

oliguria



8. Current medication and transfusion history

9. Anatomical description, including number of blood vessels, ureters, and approximate length
of each

10. Human leukocyte antigen (HLA) information as follows: A, B, Bw4, Bw6, C, DR, DR51, DR52,
DR53, DQA1, DQB1, and DPB1 antigens prior to organ offers.

11. Indications of sepsis

12. Injuries to or abnormalities of the blood

13. Assurance that final blood and urine cultures are pending

14. Final urinalysis

15. Final blood urea nitrogen (BUN) and creatinine

16. Recovery blood pressure and urine output information

17. Recovery medications

18. Type of recovery procedure, flush solution and method, and flush storage solution

19. Warm ischemia time and organ flush characteristics

2.11.B  Required Information for Deceased Liver Donors

The host OPO must provide all the following additional information for all deceased donor liver
offers:

Donor name

Donor ID

Ethnicity

Height

Weight

Vital signs, including blood pressure, heart rate and temperature
Social history, including drug use

History of treatment in hospital including current medications, vasopressors, and hydration
Current history of hypotensive episodes, urine output, and oliguria
10. Indications of sepsis

11. Aspartate aminotransferase (AST)

12. Bilirubin (direct)

13. Other laboratory tests within the past 12 hours including:

CoNooOhr~wWN =

Hemoglobin (hgb) and hemocrit (hct)

International normalized ration (INR) or Prothrombin (PT) if INR is not available, and

partial thromboplastin time (PTT)
g. White blood cell count (WBC)

14. Human leukocyte antigen (HLA) typing if requested by the transplant hospital, including A, B,
Bw4, Bw6, C, DR, DR51, DR52, DR53, DQA1, DQB1, and DPB1 antigens in the timeframe
specified by the transplant program

a. Alanine aminotransferase (ALT)
b. Alkaline phosphatase

c. Total bilirubin

d. Creatinine

e.

f.

If a transplant program requests HLA typing for a deceased liver donor, it must communicate this
request to the OPO and the OPO must provide the HLA information listed above. The transplant
program must document requests for donor HLA typing, including the turnaround time specified
for reporting the donor HLA typing results. The OPO must document HLA typing provided to the
requesting transplant program.

2.11.C  Required Information for Deceased Heart Donors

The host OPO must provide all the following additional information for all deceased donor heart
offers:

1. Height



Weight

Vital signs, including blood pressure, heart rate, and temperature

History of treatment in hospital including vasopressors and hydration

Cardiopulmonary, social, and drug activity histories

Details of any documented cardiac arrest or hypotensive episodes

12-lead interpreted electrocardiogram

Arterial blood gas results and ventilator settings

Cardiology consult or echocardiogram, if the hospital has the facilities

0. Human leukocyte antigen (HLA) typing if requested by the transplant hospital, including A, B,
Bw4, Bw6, C, DR, DR51, DR52, DR53, DQA1, DQB1, and DPB1 antigens prior to the final
organ acceptance

11. Toxoplasma antibody (Ab) test result or an appropriate donor sample sent with the heart for

testing at the transplant hospital

S OeNOoOORWN

For heart deceased donors, if a transplant program requires donor HLA typing prior to submitting
a final organ acceptance, it must communicate this request to the OPO and document the
request. The OPO must provide the HLA information required in the list above and document that
the information was provided to the transplant program.

The heart recovery team must have the opportunity to speak directly with the responsible ICU
personnel or the onsite donor coordinator in order to obtain current information about the
deceased donor’s physiology.

2.11.D0 Required Information for Deceased Lung Donors

The host OPO must provide all the following additional information for all deceased lung donor
offers:

Height

Weight

Vital signs, including blood pressure, heart rate, and temperature

History of medical treatment in hospital including vasopressors and hydration

Smoking history

Cardiopulmonary, social, and drug activity histories

Arterial blood gases and ventilator settings on 5 cm/H20/PEEP including PO2/FiO2 ratio and
preferably 100% FiOz2, within 2 hours prior to the offer

8. Bronchoscopy results

9. Chest x-ray interpreted by a radiologist or qualified physician within 3 hours prior to the offer
10. Details of any documented cardiac arrest or hypotensive episodes

11. Sputum gram stain, with description of sputum

12. Electrocardiogram

13. Echocardiogram, if the OPO has the facilities

14. HLA typing if requested by the transplant hospital, including A, B, Bw4, Bw6, C, DR, DR51,
DR52, DR53, DQA1, DQB1, and DPB1 antigens prior to final organ acceptance
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If the host OPO cannot perform a bronchoscopy, it must document that it is unable to provide
bronchoscopy results and the receiving transplant hospital may perform it. The lung recovery
team may perform a confirmatory bronchoscopy provided unreasonable delays are avoided and
deceased donor stability and the time limitations in Policy 5.6.B: Time Limit for Acceptance are
maintained.

For lung deceased donors, if a transplant hospital requires donor HLA typing prior to submitting a
final organ acceptance, it must communicate this request to the OPO and document the request.
The OPO must provide the HLA information required in the list above and document that the
information was provided to the transplant program.

The lung recovery team must have the opportunity to speak directly with the responsible ICU



personnel or the onsite OPO donor coordinator in order to obtain current information about the
deceased donor’s physiology.

2.11.E Required Information for Deceased Pancreas Donors

The host OPO must provide all the following additional information for all deceased donor
pancreas offers:
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Donor name

Donor ID

Ethnicity

Weight

Date of admission for the current hospitalization

Alcohol use (if known)

Current history of abdominal injuries and operations including pancreatic trauma

Current history of average blood pressure, hypotensive episodes, cardiac arrest, average
urine output, and oliguria

Current medication and transfusion history

. Pertinent past medical or social history including pancreatitis
11.
12.
13.
14,
15.
16.

Familial history of diabetes
Insulin protocol

Indications of sepsis
Serum amylase

Serum lipase

HLA information as follows: A, B, Bw4, Bw6, C, DR, DR51, DR52, DR53, DQA1, DQB1, and
DPB1 antigens prior to organ offers.
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4.21 Requirements for Laboratory Review of Reports

[Subsequent headings affected by the re-numbering of this policy will also be changed as necessary.]

4-4,3.A Deceased Donor HLA Typing

If the laboratory performs HLA typing on a deceased donor, the laboratory must perform
molecular typing and report results at the level of serological splits to the OPO for all required
HLA types on deceased donors according to Table 4-31 Deceased Donor HLA Typing
Requirements.

Table 4-31 below provides the requirements of HLA typing of HLA A, B, Bw4, Bw6, C, DR, DR51,
DR52, DR53, DQA1, DQB1, and DPB1 antigens.



Table 4-31: Deceased Donor HLA Typing Requirements

If a Laboratory Performs HLA Typing on a: Then the Laboratory Must Report Results
to the OPO at the Following Times:

Deceased Kidney, Kidney-Pancreas, Pancreas, or Prior to organ offers

Pancreas Islet Donor

Deceased Heart, Heart-Lung, or Lung Donors Prior to final acceptance, if required by the
transplant program

Deceased Liver Donors Within the period specified by the transplant
program

4-4.3.B HLA Typing for Candidates

Laboratories must perform HLA typing on a kidney, kidney-pancreas, pancreas, or pancreas islet
candidate and report results for HLA A, B, Bw4, Bw6, and DR to the transplant program prior to
registration on the waiting list.

4.5.4 Resolving Discrepant Donor and Recipient HLA
Typing Results

[Subsequent headings affected by the re-numbering of this policy will also be changed as necessary.]

4-10.9 HLA Antigen Values and Split Equivalences

HLA matching of A, B, and DR locus antigens is based on the antigens which are listed in Policy 4.110:
Reference Tables of HLA Antigen Values and Split Equivalences. The Histocompatibility Committee must
review and recommend any changes needed to the tables on or before June 1 of each year. For
matching purposes, split antigens not on this list will be indicated on the waiting list as the parent antigens
and will match only with the corresponding parent antigens.

41110 Reference Tables of HLA Antigen Values and Split
Equivalences

Tables 4-32, 4-43, and 4-54, show patient-candidate-donor antigen combinations and whether they are
mismatches. For each candidate antigen, the donor antigens that are not mismatched are listed below. All

other comblnatlons are conS|dered mlsmatches Anhgens—w&h—an—mdmat&an—aﬂele—that—may—net—hav&a
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Patient A Equivalent Patient A Equivalent Patient A Equivalent
Locus Donor Locus Donor Locus Donor
Antigen Antigens Antigen Antigens Antigen Antigens
1 1 9 9 2402 2402, 24
2 2, 0201, 10 10 2403 2403, 24
0202, 0203, 11 11,1101, 25 25
0205, 0206 1102 26 26
0201 0201, 2 1101 1101, 11 28 28
0202 0202, 2 1102 1102, 11 29 29, 2901,
0203 0203, 2 1 19 2902
0205 0205, 2 23 23 2901 2901, 29
0206 0206, 2 24 24,2402, 2902 2902, 29
3 3 2403




Patient A Equivalent Patient A Equivalent Patient A Equivalent

Locus Donor Locus Donor Locus Donor

Antigen Antigens Antigen Antigens Antigen Antigens

30 30, 3001, 3401 3401, 34 6802 6802, 68
3002 3402 3402, 34 69 69

3001 3001, 30 36 36 74 74

3002 3002, 30 43 43 80 80

31 31 66 66, 26601, 203 2032

32 32 26602 210 2102

33 33,3301, 6601 6601, 66 2403 2403,-24
3303 6602 6602, 66 6601 *6601-66

3301 3301, 33 68 68, 6801, *8602 *6602, 66

3303 3303, 33 6802 ** gQ Ne

34 34 6801 6801, 68 equivalent)

Table 4-43: HLA B Matching Antigen Equivalences

Patient B Equivalent Patient B Equivalent Patient B Equivalent

Locus Donor Locus Donor Locus Donor

Antigen Antigens Antigen Antigens Antigen Antigens

5 5 17 17 4402 4402, 44

7 703, 0702 18 18 4403 4403, 44

0702 0702, 7 21 21 4415 4415, 45

8 8 22 22 45 45,4415

0802 0802 27 27,2705 46 46

0803 0803 2705 2705, 27 47 47

0804 0804 2708 2708 48 48

12 12 35 35 49 49

13 13,1301, 37 37 50 50, 4005
1302 38 38 51 51, 5101,

1301 1301, 13 39 39, 3901, 510251403

1302 1302, 13 3902, =3905, 5101 5101, 51

14 14,6465 3913 5102 5102, 51

1401 1401, 64 3901 3901, 39 52 52

1402 1402, 65 3902 3902, 39 53 53

15 15 3905 3905, 39 54 54

1501 1501, 62 3913 3913, 39 55 55

1502 1502, 75 40 40,64 56 56

1503 1503, 72 4001 4001, 60 57 57,5701,

1510 1510, 71 4002 4002, 61 5703

1511 1511, 75 4005 4005, 50 5701 5701, 57

1512 1512, 76 4006 4006, 61 5703 5703, 57

1513 1513, 77 41 41 58 58

1516 1516, 63 42 42 59 59

1517 1517, 63 44 44,4402, 60 60, 4001

16 16 4403




Patient B Equivalent Patient B Equivalent Patient B Equivalent

Locus Donor Locus Donor Locus Donor
Antigen Antigens Antigen Antigens Antigen Antigens
61 61,4002, 75 75, 1502, 3904 390439
4006 1511 48 3902 3902;39
62 62, 1501 76 7615, 1512 *3905 *3005-39
63 63, 1516, 77 7745, 1513 40056 400550
1517 78 78 5104 510454
64 64,1401 81 81 5102 514025483
65 65, 1402 82 82,8201 5103 510354
67 67 703 103:# 7864 7