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that is transplanted will count as one
transplant. Further, a heart and double
lung transplant will be counted as
three organs transplanted. A kidney/
pancreas transplant will count as one
kidney transplanted and one extrarenal organ transplanted.
§ 486.330 Condition: Information management.
An OPO must establish and use an
electronic information management
system to maintain the required medical, social and identifying information
for every donor and transplant recipient and develop and follow procedures
to ensure the confidentiality and security of the information.
(a) Donor information. The OPO must
maintain a record for every donor. The
record must include, at a minimum, information identifying the donor (for
example, name, address, date of birth,
social security number or other unique
identifier, such as Medicare health insurance claim number), organs and
(when applicable) tissues recovered,
date of the organ recovery, donor management data, all test results, current
hospital history, past medical and social history, the pronouncement of
death, and consent and next-of-kin information.
(b) Disposition of organs. The OPO
must maintain records showing the disposition of each organ recovered for
the purpose of transplantation, including information identifying transplant
recipients.
(c) Data retention. Donor and transplant recipient records must be maintained in a human readable and reproducible paper or electronic format for 7
years.
(d) Format of records. The OPO must
maintain data in a format that can
readily be transferred to a successor
OPO and in the event of a transfer
must provide to CMS copies of all
records, data, and software necessary
to ensure uninterrupted service by a
successor OPO. Records and data subject to this requirement include donor
and transplant recipient records and
procedural manuals and other materials used in conducting OPO operations.

§ 486.344

§ 486.342 Condition:
sent.

Requesting

con-

An OPO must encourage discretion
and sensitivity with respect to the circumstances, views, and beliefs of potential donor families.
(a) An OPO must have a written protocol to ensure that, in the absence of
a donor document, the individual(s) responsible for making the donation decision are informed of their options to
donate organs or tissues (when the
OPO is making a request for tissues) or
to decline to donate. The OPO must
provide to the individual(s) responsible
for making the donation decision, at a
minimum, the following:
(1) A list of the organs and/or tissues
that may be recovered.
(2) The most likely uses for the donated organs or tissues.
(3) A description of the screening and
recovery processes.
(4) Information about the organizations that will recover, process, and
distribute the tissue.
(5) Information regarding access to
and release of the donor’s medical
records.
(6) An explanation of the impact the
donation process will have on burial arrangements and the appearance of the
donor’s body.
(7) Contact information for individual(s) with questions or concerns.
(8) A copy of the signed consent form
if a donation is made.
(b) If an OPO does not request consent to donation because a potential
donor consented to donation before his
or her death in a manner that satisfied
applicable State law requirements in
the potential donor’s State of residence, the OPO must provide information about the donation to the family
of the potential donor, as requested.
§ 486.344 Condition: Evaluation and
management of potential donors
and organ placement and recovery.
The OPO must have written protocols for donor evaluation and management and organ placement and recovery that meet current standards of
practice and are designed to maximize
organ quality and optimize the number
of donors and the number of organs recovered and transplanted per donor.
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(a) Potential donor protocol management. (1) The medical director is responsible for ensuring that potential
donor evaluation and management protocols are implemented correctly and
appropriately to ensure that potential
donors are thoroughly assessed for
medical suitability for organ donation
and clinically managed to optimize
organ viability and function.
(2) The OPO must implement a system that ensures that a qualified physician or other qualified individual is
available to assist in the medical management of a potential donor when the
surgeon on call is unavailable.
(b) Potential donor evaluation. The
OPO must do the following:
(1) Verify that death has been pronounced according to applicable local,
State, and Federal laws.
(2) Determine whether there are conditions that may influence donor acceptance.
(3) If possible, obtain the potential
donor’s medical and social history.
(4) Review the potential donor’s medical chart and perform a physical examination of the donor.
(5) Obtain the potential donor’s vital
signs and perform all pertinent tests.
(c) Testing. The OPO must do the following:
(1) Arrange for screening and testing
of the potential donor for infectious
disease according to current standards
of practice, including testing for the
human immunodeficiency virus.
(2) Ensure that screening and testing
of the potential donor (including pointof-care testing and blood typing) are
conducted by a laboratory that is certified in the appropriate specialty or
subspecialty of service in accordance
with part 493 of this chapter.
(3) Ensure that the potential donor’s
blood is typed using two separate blood
samples.
(4)
Document
potential
donor’s
record with all test results, including
blood type, before organ recovery.
(d) Standard: Collaboration with transplant programs. (1) The OPO must establish protocols in collaboration with
transplant programs that define the
roles and responsibilities of the OPO
and the transplant program for all activities associated with the evaluation
and management of potential donors,

organ recovery, and organ placement,
including donation after cardiac death,
if the OPO has implemented a protocol
for donation after cardiac death.
(2) The protocol must ensure that:
(i) The OPO is responsible for two
separate determinations of the donor’s
blood type;
(ii) If the identify of the intended recipient is known, the OPO has a procedure to ensure that prior to organ recovery, an individual from the OPO’s
staff compares the blood type of the
donor with the blood type of the intended recipient, and the accuracy of
the comparison is verified by a different individual;
(iii) Documentation of the donor’s
blood type accompanies the organ to
the hospital where the transplant will
take place.
(3) The established protocols must be
reviewed regularly with the transplant
programs to incorporate practices that
have been shown to maximize organ donation and transplantation.
(e) Documentation of recipient information. If the intended recipient has been
identified prior to recovery of an organ
for transplantation, the OPO must
have written documentation from the
OPTN showing, at a minimum, the intended organ recipient’s ranking in relation to other suitable candidates and
the recipient’s OPTN identification
number and blood type.
(f) Donation after cardiac death. If an
OPO recovers organs from donors after
cardiac death, the OPO must have protocols that address the following:
(1) Criteria for evaluating patients
for donation after cardiac death;
(2) Withdrawal of support, including
the relationship between the time of
consent to donation and the withdrawal of support;
(3) Use of medications and interventions not related to withdrawal of support;
(4) Involvement of family members
prior to organ recovery;
(5) Criteria for declaration of death
and the time period that must elapse
prior to organ recovery.
(g) Organ allocation. The OPO must
have a system to allocate donated organs among transplant patients that is
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consistent with the rules and requirements of the OPTN, as defined in
§ 486.320 of this part.
(h) Organ placement. The OPO must
develop and implement a protocol to
maximize placement of organs for
transplantation.
§ 486.346 Condition: Organ
tion and transport.

prepara-

(a) The OPO must arrange for testing
of organs for infectious disease and tissue typing of organs according to current standards of practice. The OPO
must ensure that testing and tissue
typing of organs are conducted by a
laboratory that is certified in the appropriate specialty or subspecialty of
service in accordance with part 493 of
this chapter.
(b) The OPO must send complete documentation of donor information to
the transplant center with the organ,
including donor evaluation, the complete record of the donor’s management, documentation of consent, documentation of the pronouncement of
death, and documentation for determining organ quality. Two individuals,
one of whom must be an OPO employee, must verify that the documentation that accompanies an organ
to a transplant center is correct.
(c) The OPO must develop and follow
a written protocol for packaging, labeling, handling, and shipping organs in a
manner that ensures their arrival without compromise to the quality of the
organ. The protocol must include procedures to check the accuracy and integrity of labels, packaging, and contents prior to transport, including
verification by two individuals, one of
whom must be an OPO employee, that
information listed on the labels is correct.
(d) All packaging in which an organ
is transported must be marked with
the identification number, specific contents, and donor’s blood type.
§ 486.348 Condition: Quality assessment and performance improvement (QAPI).
The OPO must develop, implement,
and maintain a comprehensive, datadriven QAPI program designed to monitor and evaluate performance of all
donation services, including services

Pt. 488

provided under contract or arrangement.
(a) Standard: Components of a QAPI
program. The OPO’s QAPI program
must include objective measures to
evaluate and demonstrate improved
performance with regard to OPO activities, such as hospital development, designated requestor training, donor management, timeliness of on-site response
to hospital referrals, consent practices,
organ recovery and placement, and
organ packaging and transport. The
OPO must take actions that result in
performance improvements and track
performance to ensure that improvements are sustained.
(b) Standard: Death record reviews. As
part of its ongoing QAPI efforts, an
OPO must conduct at least monthly
death record reviews in every Medicare
and Medicaid participating hospital in
its service area that has a Level I or
Level II trauma center or 150 or more
beds, a ventilator, and an intensive
care unit (unless the hospital has a
waiver to work with another OPO),
with the exception of psychiatric and
rehabilitation hospitals. When missed
opportunities for donation are identified, the OPO must implement actions
to improve performance.
(c) Standard: Adverse events. (1) An
OPO must establish written policies to
address, at a minimum, the process for
identification, reporting, analysis, and
prevention of adverse events that occur
during the organ donation process.
(2) The OPO must conduct a thorough
analysis of any adverse event and must
use the analysis to affect changes in
the OPO’s policies and practices to prevent repeat incidents.
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