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Since we will be covering single,
double and heart-lung transplants and
collecting data for all these types of
transplants in evaluating volume and
survival statistics for applicant
hospitals, we believe that we should use
the NHLBI reported aggregate survival.
That survival is 69 percent at 1 year and
62 percent at 2 years. These numbers
reflect the same types of organ
transplants (single lung, double lung
and heart-lung) as are used by facilities
in meeting volume criteria.

At the time of the application, the
facility must demonstrate actuarial 1-
year survival rates of 69 percent for
patients who have end-stage pulmonary
or cardiopulmonary disease and who
have had lung or heart-lung transplants
at that facility using the Kaplan-Meier
technique described below and a 2-year
survival rate of 62 percent. All patients
transplanted after 1989 should be
included in the calculation. We have
chosen 1990 as the beginning date for
the facility’s survival rate experience
because the procedure was infrequently
performed before that date. We
specifically invite comment on these
percentages.

In reporting their actuarial survival
rates, facilities must use the Kaplan-
Meier technique and must report both 1-
year and 2-year survival rates for all
transplant cases occurring on or after
January 1, 1990. Generally, we would
expect applicants to have at least 3 years
of lung transplant experience to be used
in the data array and survival
calculations. The following definitions
and rules also must be used:

a. The date of transplantation (or, if
more than one transplantation is
performed, the date of the first
transplantation) must be the starting
date for calculation of the survival rate.

b. For those dead, the date of death if
used, if known. If the date of death is
unknown, it must be assumed as 1 day
after the date of the last ascertained
survival.

c. For those who have been
ascertained as surviving within 60 days
before the fiducial date (the point in
time when the facility’s survival rates
are calculated and its experience is
reported), survival is considered to be
the date of the last ascertained survival,
except for patients described in
paragraph (e) below.

Note: The fiducial date cannot be in
the future; it must be within 90 days
before the date we receive the
application.

d. Any patient who is not known to
be dead but whose survival cannot be
ascertained to a date that is within 60
days before the fiducial date, must be

considered as ‘‘lost to followup’’ for the
purposes of this analysis.

e. Any patient who receives a lung
transplant between 61 and 120 days
before the fiducial date must be
considered as ‘‘list to followup’’ if he or
she is not known to be dead and his or
her survival has not been ascertained for
at least 60 days before the fiducial date.
Any patient transplanted within 60 days
before the fiducial date must be
considered as ‘‘lost to followup’’ if he or
she is not known to be dead and his or
her survival has not been ascertained on
the fiducial date.

f. A facility must submit its survival
analyses using the assumption that each
patient in the ‘‘lost to followup’’
category died 1 day after the last date of
ascertained survival. However, a facility
may submit additional analyses that
reflect each patient in the ‘‘lost to
followup’’ category as alive at the date
of the last ascertained survival.

g. Survival is calculated based on
patient survival, not graft survival.
Consequently, facilities should not
consider retransplantation as
termination.

h. In addition to reporting actuarial
survival rates, the facility must submit
the following actual information on
every Medicare and non-Medicare
patient who received a lung transplant
between January 1, 1990 and the date of
the application:

• Patient transplant number.
• Age.
• Sex.
• Clinical indication for transplant

(diagnosis).
• Date of transplant.
• Date of most recent ascertained

survival.
• Date of death.
• Category of patient (living, dead or

‘‘lost to followup’’).
• Survival after lung transplant in

days.
• Type of lung transplant (for

example, single, bilateral, double lung
or heart-lung).

• Date of retransplant.
• Number of retransplants.
Unique patient identifiers are not

needed for data prior to the application.
The facility may submit additional
information on any of the cases that it
would like considered in the review.

Although we are not requiring that
these data be submitted in a particular
format, our review will be facilitated if
the data are submitted as follows:

• Data are tabulated in twelve
columns, with data for each patient
appearing as one line and listed in the
sequence of date of transplant.

• The fiducial date should appear on
each page.

• The transplant numbers listed may
be existing lung transplant numbers
used by the applicant facility. If so, the
basis for any missing numbers should be
explained.

• The tabulation should include no
more than these required data. If more
data are provided, they should be
provided through additional tables or
supplemental explanation.

In addition to the data above on the
individual patient, the facility must
submit its retransplantation rate per
year for the last 2 years for lung
transplants.

6. Maintenance of Data
The facility must agree to maintain

and, when requested, periodically
submit data to HCFA, in standard
format, about patients selected
(including patient identifiers), protocols
used, and short- and long-term outcome
on all patients who undergo lung
transplantation, not only those for
whom payment under Medicare is
sought. Such data are necessary to
provide a data base for an ongoing
assessment of lung transplantation and
to ensure that approved facilities
maintain appropriate patient selection
criteria, adequate experience levels and
satisfactory patient outcomes. In
addition, facilities must agree to notify
HCFA immediately of any change
related to the facility’s transplant
program (including turnover of key staff
members) that could affect the health or
safety of patients selected for covered
Medicare lung transplants or that would
otherwise alter specific elements in
their application. For example, a facility
must report any significant decrease in
its experience level or survival rates, the
departure of key members of the
transplant team, the transplantation of
patients who do not meet the facility’s
patient selection criteria, or any other
major changes that could affect the
performance of lung transplants at the
facility. Changes from the terms of
approval may lead to withdrawal of
approval for Medicare coverage of lung
transplants performed at the facility.

Facilities not approved for Medicare
covered lung transplants are not
required to maintain data in standard
format. However, if and when these
facilities apply for Medicare approval,
they will be required to submit such
data for all patients receiving a lung
transplant.

7. Organ Procurement
The facility must be a member of the

Organ Procurement and Transplantation
Network as a lung transplant center and
abide by the Network’s approved rules.
The Organ Procurement and


