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Primary Physician”, and
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Physician” of age
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o American Board of Pediatrics: Sub-board of Pediatric
Cardiology Cetrtification
OPTN

Pedlatrlc' g perie ConS|derat|ons
in the Bylaws — Addltlonal Considerations

= Similar to the current Bylaws pathways,
these pediatric-specific requirements would
be expected of the clinician over 2-5 years

= Alternative pathway for individuals who do
not meet all of the pediatric-specific
requirements, yet very experienced

= One individual could fill both, for example,
the primary surgeon and the pediatric
primary surgeon roles, but it doesn’t need to
be the same person.
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= Region # Representative
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= Chad Waller, Committee Liaison
chad.waller@unos.org
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OPTM/UNOS Pedialric Transplaniation Commitiee
Interim Report for
January 15, 2014
Teleconferance

The Pediatric Transplantation Committee’s (the Committee’s) update at the OPTN/UNQOS fall
regional maetings focused on its recommendations for pediatric training and experience
considerations to be included in the OPTN Bylaws. The Committee met via teleconference on
January 15, 2014, to consider the feedback received at the fall regional meetings and pmenuai
changes to its recommendations.

The cali began with Committee members and UNOS staff recapping questions and comments
orovided at each regional meating. With the exception of two ragions that didn’t exprass much
concarn, similar general themes were raised (to varying degrees) at each of the regional
mestings. The following issues were recognized as the primary themes of concemn:

o Lack of supporting data.

> Recommended requirements will negatively impact pediatric transplant candidates’
es o W TiEgetVEly Tbelht PERIeilth Malispiallh balititidiss

> Recommended case volumes are o0 high.

o Transplanting adolescents/larger pedia’iric‘;oa’tients should not require an approved
“nediatric component.”

Prior to the call, Committee leadership and UNOS staff discussed possible modifications to the
Committee’s “pediatric component” key personne! recommendations to accommodate these
concerns. After reviewing the regional meeting feedback, the Committee Chair began
oresenting pessible ideas to modify the Committee’s recommendations. The first presented idea
would eliminate the requirement that the “pediatric key parsonnel” case volumes are met over a
five year period. Including a broad, undefined timeframe to attain the set level of experience
would nacessitate the addition of to-be-determined requirements that reflect “currency” with
pediatric transplantation; e.g., a percentage of the reported cases must have been performed in
the past two years. This possible modification is intended to address concerns that the
recommended case volumas are too high, and the potential for these Bylaws to impact oediatric
candidates’ access negatively. Commitiee members expressed concerns about vast iimse
differences between when one attained their pediatric transplant training/experience and when
they may be aporoved as a “pediatlric primary surgeon” or “pediatric primary physician.”
Committee leadership pointed out that there are ne current requirements to chack or limit very
infrequent involvement with difficult pediatric cases. Additionally, although seemingly intuitive,
there is no definitive evidence that infrequantly performing these procedures is necessarily
oroblematic. As indicated by the regional meeting feedback, mors stringent recommendations
will bring more opposition, which likely means the progosal will not pass. The Chair reminded
the Committee that it must keep these things in mind and seaarch for an acceptable balance as it
develops a proposal.

-195-



The Committee proceeded to discuss the criticism that its recormmendations, and the need for
such, lack supporting evidence. Early discussions indicated consensus that requirements need
specific numbers of cases so that transplant hospitals are clear on what is required and so the
Membership and Professional Standards Committee (MPSC) has clear parameters to evaluate
“pediatric program” applications. Committee members reiterated that it is impossible in this
situation to find numerical data that dxscmgulsh a s;gn ﬁcant difference for a requirement that
reflects the minimum amount of trammg and °,<pur C=m:e For examole the Commrttee cannoi:
‘prove ’ihat elght pedzaﬁnc hear‘t transolants is supenor to six (or 10) pema‘mc heart transplants as
a mini mum levei of necessary experience. The Committes does not believe that its
recommendations necessarily reflect profound expertise with pediatric transplanis; rather, the
requirements reflect that the individual has been exposed {o pediatric transplantation and the
unique considerations that these cases raquire. Committee members aiso pointed out the
arbitrary case volumes in the current key personnel Byiaws that are routinely accep‘tf-*-d ‘today
The Committee did incorporate some logic in its recommendations by making them a consistent
percentage (40%) of the current Bylaws’ case volume requirements for each organ-specific

program.

The Committee also discussed if its recommendations should solely focus on the
youngest/smallest pediatric patients. This would have the potential to address concerns that
caring for adolescent patients should not require an approved “pediatric component.” The
Committee generally agreed that excluding adolescent patients naglects crucial, unique matters
faced by teenaged transplant patients (psycho-social matters, davelopment issues, efc.) that
require special pediatric expertise. The Committee also expressed concerns about defining
“pediatric” other than the commonly acceptad less than 18 years of age. A Committee member
suggested another option of having padiatric program “tiers” to focus on different age groups (or
weights) of patients less than 18 years old (e.g., less than 18-13 years, 12-6 years, 5-0 years).

The mention of patient size promoted the Committee to discuss possible Bylaws requirements
that consider experience relative to patients’ weights and not their ages. Committee members
referanced off-line conversations with transplant surgeons that revealed a general acceptance
of the quantifiable risks associated with transplanting smaller children, and that transplanting
these patients requires unique skills. Focusing on the patienis’ weights (especially the smallest
patients) is reasonable, but those cutoffs could also be criticized as arbitrary. It would be difficult
to explain a difference belween transplanting a kidney into a 20kg child as compared to a 19kg

child.

Conversation returned to possible requirements to demonstrate currency. The Committae first
considered the “primary pediatric kidney surgeon” requirements, and a suggestion that half of
the pediatric transplants must have been performed over the last five years. Applying this logic
to the Commiitiee’s recommendations would require. a “pediatric primary surgeon” tc have
completed six kidney transplanis in patients younger than 18 years of age in the past five years.
Committea members responded with the suggestion of five transplants in patients younger than
18 years of age in the past five years, simplifying the “currency” requirement to an average of
one pediatric transplant per year over the past five years.
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To evaluate how reascnable this requirement may be, the Committee referenced a data
analysis UNOS staff prepared for the call that evaluated the total number of pediatric transplants
performed at each program over the past five years (Figures 1-4). Aithough potential Bylaws will
require “pediatric transplant program key personnel” to have a set level of training/experience,
not the transplant program, this analysis provides an approximation of which programs may
nave difficuity meeting any potential requirements. The Chair asked the Committes to consider,
as it reviews the data, the possibility of eliminating the recommendations focusad on
younger/smaller pediatric fransplant recipients. This approach wouid rely on appropriate medical
judgment and outcome reviews {o influence which programs care for the youngest, most
complicated pediatric cases. Proceeding in this fashion may be more supported by the
community as it would avoid limiting high velume, successful programs that focus on older
oediatric patients.

The Commitiee first reviewad an assessment of Kidney programs that performed at least one
oediatric transplant and whether the program volumes could meet the Commitiee’s current
recommendations

Figure 1: Pedialric kidney transplants by center, 1/1/09- 10/31/13

Figure 1 shows that 150 transplant pregrams performed at least one padiatric kidney transplant
over the five year cohort examined (1/1/09-10/31/13). Of those 150 programs, 83 performed 12
or more pediatric kidney transplants, and 58 of those performed six or more peadiatric
fransplants in recipients that weighed 20 kg or less at transplant. The Committee noted
variability across transplant programs, highlighting that programs doing the rost kidney
transplants in patients that weigh 20 kg or less aren’t neacessarily the same programs that do the
most pediatric patients. This seems to support the notion that appropriate medical judgment and
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outcome reviews will influence which programs care for the youngest, most complicated
pediatric cases. Accordingly, the Committee was asked if it would be appropriate to remove the
requirement that a “pediatric primary Kidney surgeon” must have performed at least 6
transplants in patients that weigh 20 kg or less. Committee members asked for clarification on
how outcomes are evaluated for programs that do occasional pediatric transplants. The Chair,
who is also a member of the MPSC, responded that the MPSC evaluates a program’s pediatric
and adult transplant outcomes separately. Whan evaluating a low-volume (currently defined as
less than 10 transplants in two and a half years) of pediatric (or adult) outcomes, a single poor
outcome flags that program for further review. Even though programs doing occasional pediatric
transplants would have their outcomes monitored, some Committee members were still
concerned that this would put the youngest/smailest transplant candidates in jeopardy of
receiving subsiandard care. It is accepied that transplanting younger/smaller patients is more
challenging, and mistakes in caring for these patients have particularly significant ramifications.
In response, the Committee leadership reminded the Committee that this topic has been
discussed multiple times over the years, and no solutions have been adopted because
consensus has not been reached. The current Bylaws, or aven if this Committee’s first
recommendations were implemented immediately, do not prevent an individual with no pediatric
transplant experience from transplanting a kidney inio a 15 kg recipient. The Committee must
remember that the recommended Bylaws will only address needed requirements for a “primary
pediatric surgeon” and a “primary pediatric physician;” the expertise and experience of the
orogram’s additional physicians and surgeons will not be addressed by the OPTN. An
agreement on a basic padiatric program framework, theraby designating and acknowledging
oediatric experience at programs that do pediatric transplants, would drastically improve the
current Bylaws, even if it is not the Committee’s parfact solution. The Commitiee agreed to
continue contemplating this possibility, and proceeded to review the remaining organ-spacific
data.
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Figure 2: Pediatric liver fransplants by center, 1/1/09- 10/31/13

Using the same cohorit, the data displayed in Figure 2 show that 75 programs performed at least
one pediatric liver transplant. Of these programs, 40 performed 18 or more pediatric liver
transplants, 43 programs performed nine or more transplanis in patients younger than 12 years
old, and 38 programs performad five or more technical variant liver transplants in patients
younger than 12 years old. This analysis yielded 32 transplant programs that met all three
criteria. Again, the Committee noted program variation. The busiest pediatric liver program did
relatively few technical variant transplants. In general, the technical variant requirement seems
like it may be the most limiting. With these data, the Commitiee suggested that the technical
variant requirement could inappropriately penalize those programs that are exposed to a high
number of pediatric donors, and thus do not need to perform as many technical variant
orocedures. The Committee also highlighted that a program’s number of liver transplants done
in patients less than 12 years old is closely related to the program’s total number of pediatric
liver transplants. Committee members explained this observation by the fact that a majority of
liver transplants are performed in pediatric patients younger than five years of age. Considering
this parallel and the number of programs that may have difficulty qualifying with the tachnical
variant requirement, should the Committee eliminate the requirements that a “pediatric primary
liver surgeons” must perform nine or more transplants in patients lass than 12, at least five of
which must ce technical variant procedures? Considering the close relationshio, the Committes
also considered if it should recommend only a number of transplants in patients younger than
12 years. Ultimately, participants agreed that the requirement shouid only focus on the number
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of transplants performed in patients younger than 18 years. This would avoid potentially
redefining “pediatric” and would accommodate those programs that occasionally transplant

livers into teenagers.

Figure 3: Pediatric heart transplanis by center, 1/1/08- 10/31/13

Usmg the same cohort, the data show 74 programs gerfcrmed at least one pediatric heart
iranspian‘t (Figure 3). Of those, 45 orograms performed 8 or more pediatric heart transplants

~ and 46 programs performed four or more transplants in pafients younger than 12. This analysis
showed a total of 43 heart programs that meet the Committee’s recommended case volume
requxremen‘ts for a “pri mary oedzamc heart surgeon " Similar o liver, @ significant number of
pediatric heaﬁxfénspiants are parformed in the youngest/smailesz pediatric patients. As such, a
orogram’s volume of heart transplants in patients younger than 12 years seems to be very
closely related to the total number of pediatric heart transplants performed. To simplify, and
address the concerns of those programs that want to transplant adolescents and not get
invelved with the youngest/smallest pediatric patients, it seems reasonable to remove all
proposed requirements for “pediatric heart programs” with the exception of requiring eight or

more pediatric heart ‘tranapiams This approacn also addrasses some concerns that were
e,\,oressed regafdmg the inclusion of specific certifications.
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Figure 4: Pediatric lung fransplants by center, 1/1/09- 10/31/13

Using the same cohort, a total of 38 centers performed at least one pedié’tric lung transplant,
sight of which did six or more pediatric transplants. The Committee thougnt that if the
certification requirements would be removed for “pediatric primary heart surgeon,” then similar
certification requirements should be removead for the “pediatric primary lung surgeon.” The
Cormmiiteg’s pulmonologist was unable to join the call, and the Chair agreed to reach out to him
for additional input on the “pediatric lung program” requirements.

To conclude the call, the Committee agreed that Committee leadership and UNOS staff will draft
a naw set of recommendations basead on the discussions had during this call. The new draft will
be distributed to the Commitiee and another teleconference will be scheduled to discuss and

refine these recommendations.
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Membership and Personnel Requirements for Heart
4 il

Transplant Programs

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

5 Submitting a comoleted membership application to apply for approval as a designated heart
transplant program. '

2 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 trahspiant
orograms must meet, which are described in Appendix D: Membershio Requirements for
Transplant Hospitals and Transplant Programs of these Bylaws.

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

H.1  Program Dirsctor, Primary Transplant Surgeon, and Primary Transplant

ddn B

S Physician
\ \‘u ‘/\ * A heart transplant program must identify at least one designated staff member to act as
VY / the transplant program director. The director must be a physician or surgeon who is a
- /:z?’” member of the transplant hospital starf. :
N
C W/ 7 The program must also identify a qualified primary transplant surgeon and primary
- transplant physician, as descrivad below. The primary surgeon and physician, along with
/*‘)\J the program director, must submit a detailed program Coverage Plan to the OPTN
’ﬂ \ - Contractor. For detailed information about the Program Coverage Plan, see Section
T D.5.B. Surgeon and Physician Coverage (Program Coverage Plan) of these Bylaws.
B H.2  Primary Heart Transplant Surgeon Reguiramentis
T ‘
\\ A designated heart transplant program must have a primary surgeon who meets all the
\"\} Y ' following requirements:
! A\ Y\i‘\’
S .~ 1. The surgeon must have an M.D., D.O., or equivalent degree from another country,
@,u/“”’ 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 nosnital.
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3. The surgeon must have documentation from tha hospital credentialing committes
that it has verified the surgeon’s state license, board certification, training, and
transplant coniinuing medical education, and that the surgeon is currently 2 membear
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 renawal for one additional 24-month period.

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

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

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

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

iR

A.  Cardiothoracic Surgery Residensy Pathway

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

1. The surgeon periormed 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
unigue identifier that can be verified by the OPTN Contractor. This log must
be signed by the director of the training orogram.

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 1D. 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
neart transplantation, definad 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

B
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