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(iii) Accept the recommendation, and
notify the alleged violator of the Sec-
retary’s decision; or

(iv) Take such other action as the
Secretary deems necessary.

§121.11 Record maintenance and re-
porting requirements.

(a) Record maintenance. Records shall
be maintained and made available sub-
ject to OPTN policies and applicable
limitations based on personal privacy
as follows:

(1) The OPTN and the Scientific Reg-
istry, as appropriate, shall:

(i) Maintain and operate an auto-
mated system for managing informa-
tion about transplant candidates,
transplant recipients, and organ do-
nors, including a computerized na-
tional list of individuals waiting for
transplants;

(ii) Maintain records of all transplant
candidates, all organ donors and all
transplant recipients;

(iii) Operate, maintain, receive, pub-
lish, and transmit such records and in-
formation electronically, to the extent
feasible, except when hard copy is re-
quested; and

(iv) In making information available,
provide manuals, forms, flow charts,
operating instructions, or other ex-
planatory materials as necessary to
understand, interpret, and use the in-
formation accurately and efficiently.

(2) Organ procurement organizations
and transplant programs—(i) Mainte-
nance of records. All OPOs and trans-
plant programs shall maintain such
records pertaining to each potential
donor identified, each organ retrieved,
each recipient transplanted and such
other transplantation-related matters
as the Secretary deems necessary to
carry out her/his responsibilities under
the Act. The OPO or transplant pro-
gram shall maintain these records for
seven years.

(ii) Access to facilities and records.
OPOs and transplant hospitals shall
permit the Secretary and the Comp-
troller General, or their designees, to
inspect facilities and records per-
taining to any aspect of services per-
formed related to organ donation and
transplantation.
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(b) Reporting requirements. (1) The
OPTN and the Scientific Registry, as
appropriate, shall:

(i) In addition to special reports
which the Secretary may require, sub-
mit to the Secretary a report not less
than once every fiscal year on a sched-
ule prescribed by the Secretary. The
report shall include the following in-
formation in a form prescribed by the
Secretary:

(A) Information that the Secretary
prescribes as necessary to assess the ef-
fectiveness of the Nation’s organ dona-
tion, procurement and transplantation
system;

(B) Information that the Secretary
deems necessary for the report to Con-
gress required by Section 376 of the
Act; and,

(C) Any other information that the
Secretary prescribes.

(ii) Provide to the Scientific Registry
data on transplant candidates and re-
cipients, and other information that
the Secretary deems appropriate. The
information shall be provided in the
form and on the schedule prescribed by
the Secretary;

(iii) Provide to the Secretary any
data that the Secretary requests;

(iv) Make available to the public
timely and accurate program-specific
information on the performance of
transplant programs. This shall include
free dissemination over the Internet,
and shall be presented, explained, and
organized as necessary to understand,
interpret, and use the information ac-
curately and efficiently. These data
shall be updated no less frequently
than every six months and shall in-
clude three month, one year, three
year and five year graft and patient
survival rates, both actual and statis-
tically expected, and shall be presented
no more than six months later than the
period to which they apply. Data pre-
sented shall include confidence inter-
vals or other measures that provide in-
formation on the extent to which
chance may influence transplant pro-
gram-specific results. Such data shall
also include such other cost or per-
formance information as the Secretary
may specify, including but not limited
to transplant program-specific infor-
mation on waiting time within medical
status, organ wastage, and refusal of
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organ offers. These data shall also be
presented no more than six months
later than the period to which they
apply;

(v) Respond to reasonable requests
from the public for data needed for
bona fide research or analysis purposes,
to the extent that the OPTN’s or Sci-
entific Registry’s resources permit, or
as directed by the Secretary. The
OPTN or the Scientific Registry may
impose reasonable charges for the sepa-
rable costs of responding to such re-
quests. Patient-identified data may be
made available to bona fide researchers
upon a showing that the research de-
sign requires such data for matching or
other purposes, and that appropriate
confidentiality protections, including
destruction of patient identifiers upon
completion of matching, will be fol-
lowed. All requests shall be processed
expeditiously, with data normally
made available within 30 days from the
date of request;

(vi) Respond to reasonable requests
from the public for data needed to as-
sess the performance of the OPTN or
Scientific Registry, to assess indi-
vidual transplant programs, or for
other purposes. The OPTN or Scientific
Registry may impose charges for the
separable costs of responding to such
requests. An estimate of such charges
shall be provided to the requester be-
fore processing the request. All re-
quests should be processed expedi-
tiously, with data normally made
available within 30 days from the date
of request; and

(vii) Provide data to an OPTN mem-
ber, without charge, that has been as-
sembled, stored, or transformed from
data originally supplied by that mem-
ber.

(2) An organ procurement organiza-
tion or transplant hospital shall, as
specified from time to time by the Sec-
retary, submit to the OPTN, to the Sci-
entific Registry, as appropriate, and to
the Secretary information regarding
transplantation candidates, transplant
recipients, donors of organs, transplant
program performance, and other infor-
mation that the Secretary deems ap-
propriate. Such information shall be in
the form required and shall be sub-
mitted in accordance with the schedule
prescribed. No restrictions on subse-
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quent redisclosure may be imposed by
any organ procurement organization or
transplant hospital.

(c) Public access to data. The Sec-
retary may release to the public infor-
mation collected under this section
when the Secretary determines that
the public interest will be served by
such release. The information which
may be released includes, but is not
limited to, information on the com-
parative costs and patient outcomes at
each transplant program affiliated
with the OPTN, transplant program
personnel, information regarding in-
stances in which transplant programs
refuse offers of organs to their pa-
tients, information regarding charac-
teristics of individual transplant pro-
grams, information regarding waiting
time at individual transplant pro-
grams, and such other data as the Sec-
retary determines will provide infor-
mation to patients, their families, and
their physicians that will assist them
in making decisions regarding trans-
plantation.

§121.12

No State or local governing entity
shall establish or continue in effect
any law, rule, regulation, or other re-
quirement that would restrict in any
way the ability of any transplant hos-
pital, OPO, or other party to comply
with organ allocation policies of the
OPTN or other policies of the OPTN
that have been approved by the Sec-
retary under this part.

Preemption.
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