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Organ Procurement and Transplantation Network (OPTN) Bylaws

Appendix H: \ ST
lembership and Personnel Requirements for Heart
Transplant Programs

This appendix describes the information and documentation transplant hospitals must provide
when:

B Submitting a completed membership application to apply for approval as a designated heart
transplant program.

8 Completing a Personnel Change Application for a change in key personnel at a designated
heart transplant program.

This appendix does not include the general membership requirements that all transplant
programs must meet, which are described in Appendix D: Membership Requirements for
Transplant Hospitals and Transplant Programs of these Bylaws.

For more information on the application and review process, see Appendix A: Membership
Application and Review of these Bylaws.

H.1  Program Director, Primary Transplant Surgeon, and Primary Transplant
Physician

% { A heart transplant program must identify at least one designated staff member to act as

the transplant program director. The director must be a physician or surgeon who is a
member of the transplant hospital staff.

E{\// AN S
C W/'/ The program must also identify a qualified primary transplant surgeon and primary
- transplant physician, as described below. The primary surgeon and physician, along with
/«‘j‘{ the program director, must submit a detailed program Coverage Plan to the OPTN
( \ / Contractor. For detailed information about the Program Coverage Plan, see Section
;/ D.5.8. Surgeon and Physician Coverage (Program Coverage Plan) of these Bylaws.
P H.2 Primary Heart Transplant Surgeon Requirements
( A designated heart transplant program must have a primary surgeon who meets alf the
m N N following requirements:
N ‘ g
\f‘f\ =~ 1. The surgeon must have an M.D., D.O., or equivalent degree from another country,
o with a current license to practice medicine in the hospital's state or jurisdiction.
2. The surgeon must be accepted onto the hospital’'s medical staff, and be on site at
this hospital.
Effective Date 9/1/2013
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3. The surgeon must have documentation from the hospital credentialing committee
that it has verified the surgeon’s state license, board certification, training, and
transplant continuing medical education, and that the surgeon is currently a member
in good standing of the hospital’s medical staff.

4. The surgeon must have current certification by the American Board of Thoracic
Surgery or its foreign equivalent. In the case of a surgeon who has just completed
training and whose board certification in thoracic surgery is pending, the Membership
and Professional Standards Committee (MPSC) may grant conditional approval for
24 months to allow time for the surgeon to complete board certification, with the
possibility of renewal for one additional 24-month period.

In addition, the primary transplant surgeon must have completed at least 6ne of the
training-or experience pathways listed below:

®  The formal cardiothoracic surgery residency pathway, as described in Section H.2.A.
Cardiothoracic Surgery Residency Pathway below.

5 The 12-month heart transplant fellowship pathway, as described in Section H.2.B.
Twelve-month Heart Transplant Fellowship Pathway below.

g The heart transplant program clinical experience pathway, as described in Section
H.2.C. Clinical Experience Pathway below.

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:

1. 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.

2. 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
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 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

Effective Date 9/1/2013
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selection, post-operative hemodynamic care, postoperative

immunosuppressive therapy, and outpatient follow-up.

4. 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. ,

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

B. 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
fransplant, 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 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 heart transplant fellowship. 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 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,

Effective Dafe 9/1/2013
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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. Aletter from the surgeon that details the training and experience the
surgeon has gained in heart transplantation.

C. Clinical Experience Pathway

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

1.

Effective Date 9/1/2013

The surgeon has performed 20 or more heart or heart/lung transplants as
primary surgeon or first assistant at a designated heart transplant program or
its foreign equivalent. These transplants must have been completed over a 2
to 5-year period and include at least 15 of these procedures performed as the
primary surgeon. 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 program where the experience was gained.
Transplants performed during board qualifying surgical residency or
fellowship do not count.

The surgeon has performed at least 10 heart or heart/lung procurements as
primary surgeon or first assistant under the supervision of a qualified heart
transplant surgeon. 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
heart transplantation, defined as a direct involvement in heart fransplant
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patient care within the last 2 years. This includes performing the transplant
operation, donor selection, the use of mechanical assist devices, recipient
selection, post-operative hemodynamic care, postoperative
immunosuppressive therapy, and outpatient follow-up.

4, The following letters are submitied directly to the OPTN Contractor:

a. A letter from the director of the program where the surgeon acquired
transplant experience 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 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, 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.

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

D. Alternative Pathway for Predominantly Pediatric Programs

If a surgeon does not meet the requirements for primary heart transplant surgeon
through either the training or clinical experience pathways described above,
hospitals that serve predominantly pediatric patients may petition the MPSC in
writing to consider the surgeon for primary transplant surgeon if the program can
demonstrate that the following conditions are met:

1.

Effective Date 9/1/2013

The surgeon’s heart transplant training or experience is equivalent to the
residency, fellowship, or clinical experience pathways as described in
Sections H.2.A through H.2.C above.

The surgeon has maintained a current working knowledge of all aspects of
heart transplantation and patient care, defined as direct involvement in heart
transplant patient care within the last 2 years.

The surgeon submits a letter of recommendation from the primary surgeon
and transplant program director at the 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 physician, primary surgeon,
director, or others affiliated with any transplant program previously served by
the surgeon, at its discretion.

The hospital participates in an informal discussion with the MPSC.
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The MPSC or an Ad Hoc Subcommittee of at least 4 MPSC members appointed
by the MPSC Chair is authorized to conduct the informal discussion and make an
interim determination. Interim determinations are:

#  Advisory to the MPSC, Board of Directors, or both, who have the final
authority to grant approval of a designated transplant program.

2 Effective temporarily, pending final decision by the MPSC or Board.

Any application recommended for rejection by the MPSC or the Board of
Directors may entitle the applicant to due process as specified in Appendix L:
Reviews, Actions, and Due Process of these Bylaws.

H.3 Primary Heart Transplant Physician Requirements

A designated heart transplant program must have a primary physician who meets all the
following requirements:

1. The physician must have an M.D., D.O., or equivalent degree from another country,
with a current license to practice medicine in the hospital’s state or jurisdiction.

2. The physician must be accepted onto the hospital's medical staff, and be practicing
on site at this hospital.

3. The physician must have documentation from the hospital credentialing committee
that it has verified the physician’s state license, board certification, training, and
transplant continuing medical education and that the physician is currently a member
in good standing of the hospital’'s medical staff.

4. The physician must have current certification in adult or pediatric cardiology by the
American Board of Internal Medicine, the American Board of Pediatrics, or the
foreign equivalent.

In addition, the primary transplant physician must have completed at least one of the
training or experience pathways listed below:

The 12-month transplant cardiology fellowship pathway, as described in Section
H.3.A. Twelve-month Transplant Cardiology Fellowship Pathway below.

8 The clinical experience pathway, as described in Section H.3.B.Clinical
Experience Pathway below.

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 heari or heart/lung recipients.

Effective Date 9/1/2013
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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.

2. 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.

3. 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 3 multiple organ donors who are
donating 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.

4. 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.

5. 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 overaill
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.

B. Clinical Experience Pathway

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

Effective Date 9/1/2013 -174 -
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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.

2. 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.

3. 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 3 multiple organ donors who are
donating 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 1D,

4. 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 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 heart transplantation.

j /172013
Effective Date 9/1/2 - 175 -
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C. Alternative Pathway for Predominantly Pediatric Programs

If a physician does not meet the requirements for primary physician through any
of the transplant fellowship or clinical experience pathways as described above,
hospitals that serve predominantly pediatric patients may petition the MPSC in
writing to consider the physician for primary transplant physician if the program
can demonstrate that the following conditions are met:

1. That the physician’s heart transplant training or experience is equivalent to
the fellowship or clinical experience pathways as described in Sections H.3.A
and H.3.B above.

2. The physician has maintained a current working knowledge of all aspects of
heart transplantation, defined as direct involvement in heart transplant patient
care within the last 2 years.

3. The physician submits a letter of recommendation from the primary physician
and transplant program director of 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 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 physician, at its discretion.

4. The hospital participates in an informal discussion with the MPSC.

The MPSC or an Ad Hoc Subcommittee of at least 4 MPSC members appointed
by the MPSC Chair is authorized to conduct the informal discussion and make an
interim determination. Interim decisions are:

B Advisory to the MPSC, Board of Directors, or both, which has the final
authority to grant approval of a designated transplant program.

Effective temporarily, pending final decision by the MPSC or Board.

Any application recommended for rejection by the MPSC or the Board of
Directors may entitle the applicant to due process as specified in Appendix L:
Reviews, Actions, and Due Process of these Bylaws.

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:

Effective Date 9/1/2013
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Effective Date 9/1/2013

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 hear/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 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.

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

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

Effective Date 9/1/2013
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