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was reviewed by the Office of 
Management and Budget. 

List of Subjects 

42 CFR Part 413 

Health facilities, Kidney diseases, 
Medicare, Puerto Rico, Reporting and 
recordkeeping requirements. 

42 CFR Part 441 

Family planning, Grant programs- 
health, Infants and children, Medicaid, 
Penalties, Reporting and recordkeeping 
requirements. 

42 CFR Part 486 

Health professionals, Medicare, Organ 
procurement, X-rays. 

42 CFR Part 498 

Administrative practice and 
procedure, Health facilities, Health 
professions, Medicare, Reporting and 
recordkeeping requirements. 

� For the reasons set forth in the 
preamble, the Centers for Medicare & 
Medicaid Services amends 42 CFR 
chapter IV as set forth below: 

PART 413—PRINCIPLES OF 
REASONABLE COST 
REIMBURSEMENT; PAYMENT FOR 
END-STAGE RENAL DISEASE 
SERVICES; PROSPECTIVELY 
DETERMINED PAYMENT RATES FOR 
SKILLED NURSING FACILITIES 

� 1. The authority citation for part 413 
is revised to read as follows: 

Authority: Secs. 1102, 1138(b), 1812(d), 
1814(b), 1815, 1833(a), (i), and (n), 1871, 
1881, 1883, and 1886 of the Social Security 
Act (42 U.S.C. 1302, 1320b-8(b), 1395d(d), 
1395f(b), 1395g, 1395l(a), (i), and (n), 1395hh, 
1395rr, 1395tt, and 1395ww). 

§ 413.200 [Amended] 

� 2. Section 413.200(f) is amended by 
removing the phrase ‘‘part 485, subpart 
D’’ and by adding ‘‘part 486, subpart G’’ 
in its place. 

§ 413.202 [Amended] 

� 3. Section 413.202 is amended by 
removing the phrase ‘‘as defined in 
§ 435.302 of this chapter’’ and by adding 
‘‘as defined in § 486.302 of this chapter’’ 
in its place. 

PART 441—SERVICES: 
REQUIREMENTS AND LIMITS 
APPLICABLE TO SPECIFIC SERVICES 

� 1. The authority citation for part 441 
continues to read as follows: 

Authority: Sec. 1102 of the Social Security 
Act (42 U.S.C. 1302). 

§ 441.13 [Amended] 

� 2. Section 441.13(c) is amended by 
removing the reference ‘‘part 485, 
subpart D’’ and adding ‘‘part 486 
subpart G’’ in its place. 

PART 486—CONDITIONS FOR 
COVERAGE OF SPECIALIZED 
SERVICES FURNISHED BY 
SUPPLIERS 

� 1. The authority citation for part 486 
is revised to read as follows: 

Authority: Secs. 1102, 1138, and 1871 of 
the Social Security Act (42 U.S.C. 1302, 
1320b-8, and 1395hh) and section 371 of the 
Public Health Service Act (42 U.S.C 273). 

� 2. Section 486.1 is amended by 
revising paragraph (a) to read as follows: 

§ 486.1 Basis and scope. 

(a) Statutory basis. This part is based 
on the following sections of the Act: 
1102 and 1138(b), 1871 of the Social 

Security Act, section 371(b) of the 
Public Health Service Act—for 
coverage of organ procurement 
services. 

1861(p)—for coverage of outpatient 
physical therapy services furnished 
by physical therapists in independent 
practice. 

1861(s) (3), (15), and (17)—for coverage 
of portable X-ray services. 

* * * * * 

� 3. Part 486 is amended by revising 
subpart G to read as follows: 

Subpart G—Requirements for Certification 
and Designation and Conditions for 
Coverage: Organ Procurement 
Organizations 

Sec. 
486.301 Basis and scope. 
486.302 Definitions. 

Requirements for Certification and 
Designation 

486.303 Requirements for certification. 
486.304 Requirements for designation. 
486.306 OPO service area size designation 

and documentation requirements. 
486.308 Designation of one OPO for each 

service area. 
486.309 Re-certification from August 1, 

2006 through July 31, 2010. 
486.310 Changes in control or ownership or 

service area. 

Re-certification and De-certification 

486.312 De-certification. 
486.314 Appeals. 
486.316 Re-certification and competition 

processes. 

Organ Procurement Organization Outcome 
Requirements 

486.318 Condition: Outcome measures. 

Organ Procurement Organization Process 
Performance Measures 

486.320 Condition: Participation in Organ 
Procurement and Transplantation 
Network. 

486.322 Condition: Relationships with 
hospitals, critical access hospitals, and 
tissue banks. 

486.324 Condition: Administration and 
governing body. 

486.326 Condition: Human resources. 
486.328 Condition: Reporting of data. 
486.330 Condition: Information 

management. 
486.342 Condition: Requesting consent. 
486.344 Condition: Evaluation and 

management of potential donors and 
organ placement and recovery. 

486.346 Condition: Organ preparation and 
transport. 

486.348 Condition: Quality assessment and 
performance improvement (QAPI). 

Subpart G—Requirements for 
Certification and Designation and 
Conditions for Coverage: Organ 
Procurement Organizations 

§ 486.301 Basis and scope. 
(a) Statutory basis. (1) Section 1138(b) 

of the Act sets forth the requirements 
that an organ procurement organization 
(OPO) must meet to have its organ 
procurement services to hospitals 
covered under Medicare and Medicaid. 
These include certification as a 
‘‘qualified’’ OPO and designation as the 
OPO for a particular service area. 

(2) Section 371(b) of the Public Health 
Service Act sets forth the requirements 
for certification and the functions that a 
qualified OPO is expected to perform. 

(3) Section 1102 of the Act authorizes 
the Secretary of Health and Human 
Services to make and publish rules and 
regulations necessary to the efficient 
administration of the functions that are 
assigned to the Secretary under the Act. 

(4) Section 1871 of the Act authorizes 
the Secretary to prescribe regulations as 
may be necessary to carry out the 
administration of the Medicare program 
under title XVIII. 

(b) Scope. This subpart sets forth— 
(1) The conditions and requirements 

that an OPO must meet; 
(2) The procedures for certification 

and designation of OPOs; and 
(3) The terms of the agreement with 

CMS and the basis for and the effect of 
de-certification. 

(4) The requirements for an OPO to be 
re-certified. 

§ 486.302 Definitions. 
As used in this subpart, the following 

definitions apply: 
Adverse event means an untoward, 

undesirable, and usually unanticipated 
event that causes death or serious injury 
or the risk thereof. As applied to OPOs, 
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adverse events include but are not 
limited to transmission of disease from 
a donor to a recipient, avoidable loss of 
a medically suitable potential donor for 
whom consent for donation has been 
obtained, or delivery to a transplant 
center of the wrong organ or an organ 
whose blood type does not match the 
blood type of the intended recipient. 

Agreement cycle refers to the time 
period of at least 4 years when an 
agreement is in effect between CMS and 
an OPO. 

Certification means a CMS 
determination that an OPO meets the 
requirements for certification at 
§ 486.303. 

Death record review means an 
assessment of the medical chart of a 
deceased patient to evaluate potential 
for organ donation. 

Decertification means a CMS 
determination that an OPO no longer 
meets the requirements for certification 
at § 486.303. 

Designated requestor or effective 
requestor is an individual (generally 
employed by a hospital), who is trained 
to handle or participate in the donation 
consent process. The designated 
requestor may request consent for 
donation from the family of a potential 
donor or from the individual(s) 
responsible for making the donation 
decision in circumstances permitted 
under State law, provide information 
about donation to the family or 
decision-maker(s), or provide support to 
or collaborate with the OPO in the 
donation consent process. 

Designation means CMS assignment 
of a geographic service area to an OPO. 
Once an OPO is certified and assigned 
a geographic service area, organ 
procurement costs of the OPO are 
eligible for Medicare and Medicaid 
payment under section 1138(b)(1)(F) of 
the Act. 

Donation service area (DSA) means a 
geographical area of sufficient size to 
ensure maximum effectiveness in the 
procurement and equitable distribution 
of organs and that either includes an 
entire metropolitan statistical area or 
does not include any part of such an 
area and that meets the standards of this 
subpart. 

Donor means a deceased individual 
from whom at least one vascularized 
organ (heart, liver, lung, kidney, 
pancreas, or intestine) is recovered for 
the purpose of transplantation. 

Donor after cardiac death (DCD) 
means an individual who donates after 
his or her heart has irreversibly stopped 
beating. A donor after cardiac death may 
be termed a non-heartbeating or 
asystolic donor. 

Donor document is any documented 
indication of an individual’s choice in 
regard to donation that meets the 
requirements of the governing state law. 

Eligible death for organ donation 
means the death of a patient 70 years 
old or younger, who ultimately is legally 
declared brain dead according to 
hospital policy independent of family 
decision regarding donation or 
availability of next-of-kin, independent 
of medical examiner or coroner 
involvement in the case, and 
independent of local acceptance criteria 
or transplant center practice, who 
exhibits none of the following: 

(1) Active infections (specific 
diagnoses). 

(i) Bacterial: 
(A) Tuberculosis. 
(B) Gangrenous bowel or perforated 

bowel and/or intra-abdominal sepsis. 
(ii) Viral: 
(A) HIV infection by serologic or 

molecular detection. 
(B) Rabies. 
(C) Reactive Hepatitis B Surface 

Antigen. 
(D) Retroviral infections including 

HTLV I/II. 
(E) Viral Encephalitis or Meningitis. 
(F) Active Herpes simplex, varicella 

zoster, or cytomegalovirus viremia or 
pneumonia. 

(G) Acute Epstein Barr Virus 
(mononucleosis). 

(H) West Nile Virus infection. 
(I) Severe acute respiratory syndrome 

(SARS). 
(iii) Fungal: 
(A) Active infection with 

Cryptococcus, Aspergillus, Histoplasma, 
Coccidioides. 

(B) Active candidemia or invasive 
yeast infection. 

(iv) Parasites: active infection with 
Trypanosoma cruzi (Chagas’), 
Leishmania, Strongyloides, or Malaria 
(Plasmodium sp.). 

(v) Prion: Creutzfeldt-Jacob Disease. 
(2) General: 
(i) Aplastic Anemia. 
(ii) Agranulocytosis. 
(iii) Extreme Immaturity (<500 grams 

or gestational age of <32 weeks). 
(iv) Current malignant neoplasms 

except non-melanoma skin cancers such 
as basal cell and squamous cell cancer 
and primary CNS tumors without 
evident metastatic disease. 

(v) Previous malignant neoplasms 
with current evident metastatic disease. 

(vi) A history of melanoma. 
(vii) Hematologic malignancies: 

Leukemia, Hodgkin’s Disease, 
Lymphoma, Multiple Myeloma. 

(viii) Multi-system organ failure 
(MSOF) due to overwhelming sepsis or 
MSOF without sepsis defined as 3 or 

more systems in simultaneous failure 
for a period of 24 hours or more without 
response to treatment or resuscitation. 

(ix) Active Fungal, Parasitic, viral, or 
Bacterial Meningitis or encephalitis. 

(3) The number of eligible deaths is 
the denominator for the donation rate 
outcome performance measure as 
described at § 486.318(a)(1). 

Eligible donor means any donor that 
meets the eligible death criteria. The 
number of eligible donors is the 
numerator of the donation rate outcome 
performance measure. 

Entire metropolitan statistical area 
means a metropolitan statistical area 
(MSA), a consolidated metropolitan 
statistical area (CMSA), or a primary 
metropolitan statistical area (PMSA) 
listed in the State and Metropolitan 
Area Data Book published by the U.S. 
Bureau of the Census. CMS does not 
recognize a CMSA as a metropolitan 
area for the purposes of establishing a 
geographical area for an OPO. 

Expected donation rate means the 
donation rate expected for an OPO 
based on the national experience for 
OPOs serving similar hospitals and 
donation service areas. This rate is 
adjusted for the following hospital 
characteristics: Level I or Level II 
trauma center, Metropolitan Statistical 
Area size, CMS Case Mix Index, total 
bed size, number of intensive care unit 
(ICU) beds, primary service, presence of 
a neurosurgery unit, and hospital 
control/ownership. 

Observed donation rate is the number 
of donors meeting the eligibility criteria 
per 100 deaths. 

Open area means an OPO service area 
for which CMS has notified the public 
that it is accepting applications for 
designation. 

Organ means a human kidney, liver, 
heart, lung, pancreas, or intestine (or 
multivisceral organs when transplanted 
at the same time as an intestine). 

Organ procurement organization 
(OPO) means an organization that 
performs or coordinates the 
procurement, preservation, and 
transport of organs and maintains a 
system for locating prospective 
recipients for available organs. 

Re-certification cycle means the 4- 
year cycle during which an OPO is 
certified. 

Standard criteria donor (SCD) means 
a donor that meets the eligibility criteria 
for an eligible donor and does not meet 
the criteria to be a donor after cardiac 
death or expanded criteria donor. 

Transplant hospital means a hospital 
that provides organ transplants and 
other medical and surgical specialty 
services required for the care of 
transplant patients. There may be one or 
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more types of organ transplant centers 
operating within the same transplant 
hospital. 

Urgent need occurs when an OPO’s 
noncompliance with one or more 
conditions for coverage has caused, or is 
likely to cause, serious injury, harm, 
impairment, or death to a potential or 
actual donor or an organ recipient. 

Requirements for Certification and 
Designation 

§ 486.303 Requirements for certification. 

In order to be certified as a qualified 
organ procurement organization, an 
organ procurement organization must: 

(a) Have received a grant under 42 
U.S.C. 273(a) or have been certified or 
re-certified by the Secretary within the 
previous 4 years as being a qualified 
OPO. 

(b) Be a non-profit entity that is 
exempt from Federal income taxation 
under section 501 of the Internal 
Revenue Code of 1986. 

(c) Have accounting and other fiscal 
procedures necessary to assure the fiscal 
stability of the organization, including 
procedures to obtain payment for 
kidneys and non-renal organs provided 
to transplant hospitals. 

(d) Have an agreement with CMS, as 
the Secretary’s designated 
representative, to be reimbursed under 
title XVIII for the procurement of 
kidneys. 

(e) Have been re-certified as an OPO 
under the Medicare program from 
January 1, 2002 through December 31, 
2005. 

(f) Have procedures to obtain payment 
for non-renal organs provided to 
transplant centers. 

(g) Agree to enter into an agreement 
with any hospital or critical access 
hospital in the OPO’s service area, 
including a transplant hospital that 
requests an agreement. 

(h) Meet the conditions for coverage 
for organ procurement organizations, 
which include both outcome and 
process performance measures. 

(i) Meet the provisions of titles XI, 
XVIII, and XIX of the Act, section 371(b) 
of the Public Health Services Act, and 
any other applicable Federal 
regulations. 

§ 486.304 Requirements for designation. 

(a) Designation is a condition for 
payment. Payment may be made under 
the Medicare and Medicaid programs 
for organ procurement costs attributable 
to payments made to an OPO by a 
hospital only if the OPO has been 
designated by CMS as an OPO. 

(b) An OPO must be certified as a 
qualified OPO by CMS under 42 U.S.C. 

273(b) and § 486.303 to be eligible for 
designation. 

(c) An OPO must enter into an 
agreement with CMS in order for the 
organ procurement costs attributable to 
the OPO to be reimbursed under 
Medicare and Medicaid. 

§ 486.306 OPO service area size 
designation and documentation 
requirements. 

(a) General documentation 
requirement. An OPO must make 
available to CMS documentation 
verifying that the OPO meets the 
requirements of paragraphs (b) through 
(d) of this section at the time of 
application and throughout the period 
of its designation. 

(b) Service area designation. The 
defined service area either includes an 
entire metropolitan statistical area or a 
New England county metropolitan 
statistical area as specified by the 
Director of the Office of Management 
and Budget or does not include any part 
of such an area. 

(c) Service area location and 
characteristics. An OPO must define 
and document a proposed service area’s 
location through the following 
information: 

(1) The names of counties (or parishes 
in Louisiana) served or, if the service 
area includes an entire State, the name 
of the State. 

(2) Geographic boundaries of the 
service area. 

(3) The number and the names of all 
hospitals and critical access hospitals in 
the service area that have both a 
ventilator and an operating room. 

§ 486.308 Designation of one OPO for each 
service area. 

(a) CMS designates only one OPO per 
service area. A service area is open for 
competition when the OPO for the 
service area is de-certified and all 
administrative appeals under § 486.314 
are exhausted. 

(b) Designation periods— 
(1) General. An OPO is normally 

designated for a 4-year agreement cycle. 
The period may be shorter, for example, 
if an OPO has voluntarily terminated its 
agreement with CMS and CMS selects a 
successor OPO for the balance of the 4- 
year agreement cycle. In rare situations, 
a designation period may be longer, for 
example, a designation may be extended 
if additional time is needed to select a 
successor OPO to an OPO that has been 
de-certified. 

(2) Re-Certification. Re-certification 
must occur not more frequently than 
once every 4 years. 

(c) Unless CMS has granted a hospital 
a waiver under paragraphs 

(d) through (f) of this section, the 
hospital must enter into an agreement 
only with the OPO designated to serve 
the area in which the hospital is located. 

(d) If CMS changes the OPO 
designated for an area, hospitals located 
in that area must enter into agreements 
with the newly designated OPO or 
submit a request for a waiver in 
accordance with paragraph (e) of this 
section within 30 days of notice of the 
change in designation. 

(e) A hospital may request and CMS 
may grant a waiver permitting the 
hospital to have an agreement with a 
designated OPO other than the OPO 
designated for the service area in which 
the hospital is located. To qualify for a 
waiver, the hospital must submit data to 
CMS establishing that— 

(1) The waiver is expected to increase 
organ donations; and 

(2) The waiver will ensure equitable 
treatment of patients listed for 
transplants within the service area 
served by the hospital’s designated OPO 
and within the service area served by 
the OPO with which the hospital seeks 
to enter into an agreement. 

(f) In making a determination on 
waiver requests, CMS considers— 

(1) Cost effectiveness; 
(2) Improvements in quality; 
(3) Changes in a hospital’s designated 

OPO due to changes in the definitions 
of metropolitan statistical areas, if 
applicable; and 

(4) The length and continuity of a 
hospital’s relationship with an OPO 
other than the hospital’s designated 
OPO. 

(g) A hospital may continue to operate 
under its existing agreement with an 
out-of-area OPO while CMS is 
processing the waiver request. If a 
waiver request is denied, a hospital 
must enter into an agreement with the 
designated OPO within 30 days of 
notification of the final determination. 

§ 486.309 Re-certification from August 1, 
2006 through July 31, 2010. 

An OPO will be considered to be re- 
certified for the period of August 1, 
2006 through July 31, 2010 if an OPO 
met the standards to be a qualified OPO 
within a 4-year period ending December 
31, 2001 and has an agreement with the 
Secretary that is scheduled to terminate 
on July 31, 2006. Agreements based on 
the August 1, 2006 through July 31, 
2010 re-certification cycle will end on 
January 31, 2011. 

§ 486.310 Changes in control or ownership 
or service area. 

(a) OPO requirements. 
(1) A designated OPO considering a 

change in control (see § 413.17(b)(3)) or 
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ownership or in its service area must 
notify CMS before putting it into effect. 
This notification is required to ensure 
that the OPO, if changed, will continue 
to satisfy Medicare and Medicaid 
requirements. The merger of one OPO 
into another or the consolidation of one 
OPO with another is considered a 
change in control or ownership. 

(2) A designated OPO considering a 
change in its service area must obtain 
prior CMS approval. In the case of a 
service area change that results from a 
change of control or ownership due to 
merger or consolidation, the OPOs must 
resubmit the information required in an 
application for designation. The OPO 
must provide information specific to the 
board structure of the new organization, 
as well as operating budgets, financial 
information, and other written 
documentation CMS determines to be 
necessary for designation. 

(b) CMS requirements. 
(1) If CMS finds that the OPO has 

changed to such an extent that it no 
longer satisfies the requirements for 
OPO designation, CMS may de-certify 
the OPO and declare the OPO’s service 
area to be an open area. An OPO may 
appeal such a de-certification as set 
forth in § 486.314. The OPO’s service 
area is not opened for competition until 
the conclusion of the administrative 
appeals process. 

(2) If CMS finds that the changed OPO 
continues to satisfy the requirements for 
OPO designation, the period of 
designation of the changed OPO is the 
remaining portion of the 4-year term of 
the OPO that was reorganized. If more 
than one designated OPO is involved in 
the reorganization, the remaining 
designation term is the longest of the 
remaining periods unless CMS 
determines that a shorter period is in 
the best interest of the Medicare and 
Medicaid programs. The changed OPO 
must continue to meet the requirements 
for certification at § 486.303 throughout 
the remaining period. 

Re-Certification and De-Certification 

§ 486.312 De-certification. 
(a) Voluntary termination of 

agreement. If an OPO wishes to 
terminate its agreement, the OPO must 
send CMS written notice of its intention 
to terminate its agreement and the 
proposed effective date. CMS may 
approve the proposed date, set a 
different date no later than 6 months 
after the proposed effective date, or set 
a date less than 6 months after the 
proposed effective date if it determines 
that a different date would not disrupt 
services to the service area. If CMS 
determines that a designated OPO has 

ceased to furnish organ procurement 
services to its service area, the cessation 
of services is deemed to constitute a 
voluntary termination by the OPO, 
effective on a date determined by CMS. 
CMS will de-certify the OPO as of the 
effective date of the voluntary 
termination. 

(b) Involuntary termination of 
agreement. During the term of the 
agreement, CMS may terminate an 
agreement with an OPO if the OPO no 
longer meets the requirements for 
certification at § 486.303. CMS may also 
terminate an agreement immediately in 
cases of urgent need, such as the 
discovery of unsound medical practices. 
CMS will de-certify the OPO as of the 
effective date of the involuntary 
termination. 

(c) Non-renewal of agreement. CMS 
will not voluntarily renew its agreement 
with an OPO if the OPO fails to meet the 
requirements for certification at 
§ 486.318, based on findings from the 
most recent re-certification cycle, or the 
other requirements for certification at 
§ 486.303. CMS will de-certify the OPO 
as of the ending date of the agreement. 

(d) Notice to OPO. Except in cases of 
urgent need, CMS gives written notice 
of de-certification to an OPO at least 90 
days before the effective date of the de- 
certification. In cases of urgent need, 
CMS gives written notice of de- 
certification to an OPO at least 3 
calendar days prior to the effective date 
of the de-certification. The notice of de- 
certification states the reasons for de- 
certification and the effective date. 

(e) Public notice. Once CMS approves 
the date for a voluntary termination, the 
OPO must provide prompt public notice 
of the date of de-certification and such 
other information as CMS may require 
through publication in local newspapers 
in the service area. In the case of 
involuntary termination or non-renewal 
of an agreement, CMS provides public 
notice of the date of de-certification 
through publication in local newspapers 
in the service area. No payment under 
titles XVIII or XIX of the Act will be 
made with respect to organ procurement 
costs attributable to the OPO on or after 
the effective date of de-certification. 

§ 486.314 Appeals. 

If an OPO’s de-certification is due to 
involuntary termination or non-renewal 
of its agreement with CMS, the OPO 
may appeal the de-certification on 
substantive and procedural grounds. 

(a) Notice of initial determination. 
CMS mails notice to the OPO of an 
initial de-certification determination. 
The notice contains the reasons for the 
determination, the effect of the 

determination, and the OPO’s right to 
seek reconsideration. 

(b) Reconsideration. (1) Filing request. 
If the OPO is dissatisfied with the de- 
certification determination, it has 15 
business days from receipt of the notice 
of de-certification to seek 
reconsideration from CMS. The request 
for reconsideration must state the issues 
or findings of fact with which the OPO 
disagrees and the reasons for 
disagreement. 

(2) An OPO must seek reconsideration 
before it is entitled to seek a hearing 
before a hearing officer. If an OPO does 
not request reconsideration or its 
request is not made timely, the OPO has 
no right to further administrative 
review. 

(3) Reconsideration determination. 
CMS makes a written reconsidered 
determination within 10 business days 
of receipt of the request for 
reconsideration, affirming, reversing, or 
modifying the initial determination and 
the findings on which it was based. 
CMS augments the administrative 
record to include any additional 
materials submitted by the OPO, and a 
copy of the reconsideration decision 
and sends the supplemented 
administrative record to the CMS 
hearing officer. 

(c) Request for hearing. An OPO 
dissatisfied with the CMS 
reconsideration decision, must file a 
request for a hearing before a CMS 
hearing officer within 40 business days 
of receipt of the notice of the 
reconsideration determination. If an 
OPO does not request a hearing or its 
request is not received timely, the OPO 
has no right to further administrative 
review. 

(d) Administrative record. The 
hearing officer sends the administrative 
record to both parties within 10 
business days of receipt of the request 
for a hearing. 

(1) The administrative record consists 
of, but is not limited to, the following: 

(i) Factual findings from the survey(s) 
on the OPO conditions for coverage. 

(ii) Data from the outcome measures. 
(iii) Rankings of OPOs based on the 

outcome data. 
(iv) Correspondence between CMS 

and the affected OPO. 
(2) The administrative record will not 

include any privileged information. 
(e) Pre-Hearing conference. At any 

time before the hearing, the CMS 
hearing officer may call a pre-hearing 
conference if he or she believes that a 
conference would more clearly define 
the issues. At the pre-hearing 
conference, the hearing officer may 
establish the briefing schedule, sets the 
hearing date, and addresses other 
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administrative matters. The hearing 
officer will issue an order reflecting the 
results of the pre-hearing conference. 

(f) Date of hearing. The hearing officer 
sets a date for the hearing that is no 
more than 60 calendar days following 
the receipt of the request for a hearing. 

(g) Conduct of hearing. (1) The 
hearing is open to both parties, CMS 
and the OPO. 

(2) The hearing officer inquires fully 
into all the matters at issue and receives 
in evidence the testimony of witnesses 
and any documents that are relevant 
and material. 

(3) The hearing officer provides the 
parties with an opportunity to enter an 
objection to the inclusion of any 
document. The hearing officer will 
consider the objection and will rule on 
the document’s admissibility. 

(4) The hearing officer decides the 
order in which the evidence and the 
arguments of the parties are presented 
and the conduct of the hearing. 

(5) The hearing officer rules on the 
admissibility of evidence and may 
admit evidence that would be 
inadmissible under rules applicable to 
court procedures. 

(6) The hearing officer rules on 
motions and other procedural items. 

(7) The hearing officer regulates the 
course of the hearing and conduct of 
counsel. 

(8) The hearing officer may examine 
witnesses. 

(9) The hearing officer takes any 
action authorized by the rules in this 
subpart. 

(h) Parties’ rights. CMS and the OPO 
may: 

(1) Appear by counsel or other 
authorized representative, in all hearing 
proceedings. 

(2) Participate in any pre-hearing 
conference held by the hearing officer. 

(3) Agree to stipulations as to facts 
which will be made a part of the record. 

(4) Make opening statements at the 
hearing. 

(5) Present relevant evidence on the 
issues at the hearing. 

(6) Present witnesses, who then must 
be available for cross-examination, and 
cross-examine witnesses presented by 
the other party. 

(7) Present oral arguments at the 
hearing. 

(i) Hearing officer’s decision. The 
hearing officer renders a decision on the 
appeal of the notice of de-certification 
within 20 business days of the hearing. 

(1) Reversal of de-certification. If the 
hearing officer reverses CMS’ 
determination to de-certify an OPO in a 
case involving the involuntary 
termination of the OPO’s agreement, 
CMS will not terminate the OPO’s 

agreement and will not de-certify the 
OPO. 

(2) De-certification is upheld. If the 
de-certification determination is upheld 
by the hearing officer, the OPO is de- 
certified and it has no further 
administrative appeal rights. 

(j) Extension of agreement. If there is 
insufficient time prior to expiration of 
an agreement with CMS to allow for 
competition of the service area and, if 
necessary, transition of the service area 
to a successor OPO, CMS may choose to 
extend the OPO’s agreement with CMS. 

(k) Effects of de-certification. 
Medicare and Medicaid payments may 
not be made for organ procurement 
services the OPO furnishes on or after 
the effective date of de-certification. 
CMS will then open the de-certified 
OPO’s service area for competition as 
set forth in § 486.316(c). 

§ 486.316 Re-certification and competition 
processes. 

(a) Re-Certification of OPOs. An OPO 
is re-certified for an additional 4 years 
and its service area is not opened for 
competition when the OPO: 

(1) Meets all 3 outcome measure 
requirements at § 486.318; and 

(2) Has been shown by survey to be 
in compliance with the requirements for 
certification at § 486.303, including the 
conditions for coverage at § 486.320 
through § 486.348. 

(b) De-certification and competition. If 
an OPO does not meet all 3 outcome 
measures as described in paragraph 
(a)(1) of this section or the requirements 
described in paragraph (a)(2) of this 
section, the OPO is de-certified. If the 
OPO does not appeal or the OPO 
appeals and the reconsideration official 
and CMS hearing officer uphold the de- 
certification, the OPO’s service area is 
opened for competition from other 
OPOs. The de-certified OPO is not 
permitted to compete for its open area 
or any other open area. An OPO 
competing for an open service area must 
submit information and data that 
describe the barriers in its service area, 
how they affected organ donation, what 
steps the OPO took to overcome them, 
and the results. 

(c) Criteria to compete. To compete 
for an open service area, an OPO must 
meet the criteria in paragraph (a) of this 
section and the following additional 
criteria: 

(1) The OPO’s performance on the 
donation rate outcome measure and 
yield outcome measure is at or above 
100 percent of the mean national rate 
averaged over the 4 years of the re- 
certification cycle; and 

(2) The OPO’s donation rate is at least 
15 percentage points higher than the 

donation rate of the OPO currently 
designated for the service area. 

(3) The OPO must compete for the 
entire service area. 

(d) Criteria for selection. CMS will 
designate an OPO for an open service 
area based on the following criteria: 

(1) Performance on the outcome 
measures at § 486.318; 

(2) Relative success in meeting the 
process performance measures and 
other conditions at §§ 486.320 through 
486.348; 

(3) Contiguity to the open service 
area. 

(4) Success in identifying and 
overcoming barriers to donation within 
its own service area and the relevance 
of those barriers to barriers in the open 
area. An OPO competing for an open 
service area must submit information 
and data that describe the barriers in its 
service area, how they affected organ 
donation, what steps the OPO took to 
overcome them, and the results. 

(e) No OPO applies. If no OPO applies 
to compete for a de-certified OPO’s open 
area, CMS may select a single OPO to 
take over the entire open area or may 
adjust the service area boundaries of 
two or more contiguous OPOs to 
incorporate the open area. CMS will 
make its decision based on the criteria 
in paragraph (d) of this section. 

Organ Procurement Organization 
Outcome Requirements 

§ 486.318 Condition: Outcome measures. 
(a) With the exception of OPOs 

operating exclusively in non-contiguous 
U.S. states, commonwealths, territories, 
or possessions, an OPO must meet all 3 
of the following outcome measures: 

(1) The OPO’s donation rate of eligible 
donors as a percentage of eligible deaths 
is no more than 1.5 standard deviations 
below the mean national donation rate 
of eligible donors as a percentage of 
eligible deaths, averaged over the 4 
years of the re-certification cycle. Both 
the numerator and denominator of an 
individual OPO’s donation rate ratio are 
adjusted by adding a 1 for each donation 
after cardiac death donor and each 
donor over the age of 70; 

(2) The observed donation rate is not 
significantly lower than the expected 
donation rate for 18 or more months of 
the 36 months of data used for re- 
certification, as calculated by the SRTR; 

(3) At least 2 out of the 3 following 
yield measures are no more than 1 
standard deviation below the national 
mean, averaged over the 4 years of the 
re-certification cycle: 

(i) The number of organs transplanted 
per standard criteria donor, including 
pancreata used for islet cell 
transplantation; 
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(ii) The number of organs 
transplanted per expanded criteria 
donor, including pancreata used for islet 
cell transplantation; and 

(iii) The number of organs used for 
research per donor, including pancreata 
used for islet cell research. 

(b) For OPOs operating exclusively in 
non-contiguous U.S. states, 
commonwealths, territories, and 
possessions, the OPO outcome measures 
are as follows: 

(1) The OPO’s donation rate of eligible 
donors as a percentage of eligible deaths 
is no more than 1.5 standard deviations 
below the mean national donation rate 
of eligible donors as a percentage of 
eligible deaths, averaged over the 4 
years of the re-certification cycle. Both 
the numerator and denominator of an 
individual OPO’s donation rate ratio are 
adjusted by adding a 1 for each donation 
after cardiac death donor and each 
donor over the age of 70; 

(2) The observed donation rate is not 
significantly lower than the expected 
donation rate for 18 or more months of 
the 36 months of data used for re- 
certification, as calculated by the SRTR; 

(3) At least 2 out of the 3 following 
are no more than 1 standard deviation 
below the national mean: 

(i) The number of kidneys 
transplanted per standard criteria donor; 

(ii) The number of kidneys 
transplanted per expanded criteria 
donor; and 

(iii) The number of organs used for 
research per donor, including pancreata 
recovered for islet cell transplantation. 

(c) Data for the outcome measures. 
(1) An OPO’s performance on the 

outcome measures is based on 36 
months of data, beginning with January 
1 of the first full year of the re- 
certification cycle and ending 36 
months later on December 31, 7 months 
prior to the end of the re-certification 
cycle. 

(2) If an OPO takes over another 
OPO’s service area on a date later than 
January 1 of the first full year of the re- 
certification cycle so that 36 months of 
data are not available to evaluate the 
OPO’s performance in its new service 
area, we will not hold the OPO 
accountable for its performance in the 
new area until the end of the following 
re-certification cycle when 36 months of 
data are available. 

Organ Procurement Organization 
Process Performance Measures 

§ 486.320 Condition: Participation in 
Organ Procurement and Transplantation 
Network. 

After being designated, an OPO must 
become a member of, participate in, and 
abide by the rules and requirements of 

the OPTN established and operated in 
accordance with section 372 of the 
Public Health Service Act (42 U.S.C. 
274). The term ‘‘rules and requirements 
of the OPTN’’ means those rules and 
requirements approved by the Secretary. 
No OPO is considered out of 
compliance with section 1138(b)(1)(D) 
of the Act or this section until the 
Secretary approves a determination that 
the OPO failed to comply with the rules 
and requirements of the OPTN. The 
Secretary may impose sanctions under 
section 1138 only after such non- 
compliance has been determined in this 
manner. 

§ 486.322 Condition: Relationships with 
hospitals, critical access hospitals, and 
tissue banks. 

(a) Standard: Hospital agreements. An 
OPO must have a written agreement 
with 95 percent of the Medicare and 
Medicaid participating hospitals and 
critical access hospitals in its service 
area that have both a ventilator and an 
operating room and have not been 
granted a waiver by CMS to work with 
another OPO. The agreement must 
describe the responsibilities of both the 
OPO and hospital or critical access 
hospital in regard to donation after 
cardiac death (if the OPO has a protocol 
for donation after cardiac death) and the 
requirements for hospitals at § 482.45 or 
§ 485.643. The agreement must specify 
the meaning of the terms ‘‘timely 
referral’’ and ‘‘imminent death.’’ 

(b) Standard: Designated requestor 
training for hospital staff. The OPO 
must offer to provide designated 
requestor training on at least an annual 
basis for hospital and critical access 
hospital staff. 

(c) Standard: Cooperation with tissue 
banks. 

(1) The OPO must have arrangements 
to cooperate with tissue banks that have 
agreements with hospitals and critical 
access hospitals with which the OPO 
has agreements. The OPO must 
cooperate in the following activities, as 
may be appropriate, to ensure that all 
usable tissues are obtained from 
potential donors: 

(i) Screening and referral of potential 
tissue donors. 

(ii) Obtaining informed consent from 
families of potential tissue donors. 

(iii) Retrieval, processing, 
preservation, storage, and distribution of 
tissues. 

(iv) Providing designated requestor 
training. 

(2) An OPO is not required to have an 
arrangement with a tissue bank that is 
unwilling to have an arrangement with 
the OPO. 

§ 486.324 Condition: Administration and 
governing body. 

(a) While an OPO may have more than 
one board, the OPO must have an 
advisory board that has both the 
authority described in paragraph (b) of 
this section and the following 
membership: 

(1) Members who represent hospital 
administrators, either intensive care or 
emergency room personnel, tissue 
banks, and voluntary health associations 
in the OPO’s service area. 

(2) Individuals who represent the 
public residing in the OPO’s service 
area. 

(3) A physician with knowledge, 
experience, or skill in the field of 
human histocompatibility, or an 
individual with a doctorate degree in a 
biological science and with knowledge, 
experience, or skills in the field of 
human histocompatibility. 

(4) A neurosurgeon or other physician 
with knowledge or skills in the 
neurosciences. 

(5) A transplant surgeon representing 
each transplant hospital in the service 
area with which the OPO has 
arrangements to coordinate its activities. 
The transplant surgeon must have 
practicing privileges and perform 
transplants in the transplant hospital 
represented. 

(6) An organ donor family member. 
(b) The OPO board described in 

paragraph (a) of this section has the 
authority to recommend policies for the 
following: 

(1) Procurement of organs. 
(2) Effective agreements to identify 

potential organ donors with a 
substantial majority of hospitals in its 
service area that have facilities for organ 
donation. 

(3) Systematic efforts, including 
professional education, to acquire all 
useable organs from potential donors. 

(4) Arrangements for the acquisition 
and preservation of donated organs and 
provision of quality standards for the 
acquisition of organs that are consistent 
with the standards adopted by the 
OPTN, including arranging for testing 
with respect to preventing the 
acquisition of organs that are infected 
with the etiologic agent for acquired 
immunodeficiency syndrome (AIDS). 

(5) Appropriate tissue typing of 
organs. 

(6) A system for allocation of organs 
among transplant patients that is 
consistent with the rules and 
requirements of the OPTN, as defined in 
§ 486.320 of this part. 

(7) Transportation of organs to 
transplant hospitals. 

(8) Coordination of activities with 
transplant hospitals in the OPO’s 
service area. 
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(9) Participation in the OPTN. 
(10) Arrangements to cooperate with 

tissue banks for the retrieval, 
processing, preservation, storage, and 
distribution of tissues as may be 
appropriate to assure that all useable 
tissues are obtained from potential 
donors. 

(11) Annual evaluation of the 
effectiveness of the OPO in acquiring 
organs. 

(12) Assistance to hospitals in 
establishing and implementing 
protocols for making routine inquiries 
about organ donations by potential 
donors. 

(c) The advisory board described in 
paragraph (a) of this section has no 
authority over any other activity of the 
OPO and may not serve as the OPO’s 
governing body or board of directors. 
Members of the advisory board 
described in paragraph (a) of this 
section are prohibited from serving on 
any other OPO board. 

(d) The OPO must have bylaws for 
each of its board(s) that address 
potential conflicts of interest, length of 
terms, and criteria for selecting and 
removing members. (e) A governing 
body must have full legal authority and 
responsibility for the management and 
provision of all OPO services and must 
develop and oversee implementation of 
policies and procedures considered 
necessary for the effective 
administration of the OPO, including 
fiscal operations, the OPO’s quality 
assessment and performance 
improvement (QAPI) program, and 
services furnished under contract or 
arrangement, including agreements for 
these services. The governing body must 
appoint an individual to be responsible 
for the day-to-day operation of the OPO. 

(e) A governing body must have full 
legal authority and responsibility for the 
management and provision of all OPO 
services and must develop and oversee 
implementation of policies and 
procedures considered necessary for the 
effective administration of the OPO, 
including fiscal operations, the OPO’s 
quality assessment and performance 
improvement (QAPI) program, and 
services furnished under contract or 
arrangement, including agreements for 
these services. The governing body must 
appoint an individual to be responsible 
for the day-to-day operation of the OPO. 

(f) The OPO must have procedures to 
address potential conflicts of interest for 
the governing body described in 
paragraph (d) of this section. 

(g) The OPO’s policies must state 
whether the OPO recovers organs from 
donors after cardiac death. 

§ 486.326 Condition: Human resources. 
All OPOs must have a sufficient 

number of qualified staff, including a 
director, a medical director, organ 
procurement coordinators, and hospital 
development staff to obtain all usable 
organs from potential donors, and to 
ensure that required services are 
provided to families of potential donors, 
hospitals, tissue banks, and individuals 
and facilities that use organs for 
research. 

(a) Standard: Qualifications. (1) The 
OPO must ensure that all individuals 
who provide services and/or supervise 
services, including services furnished 
under contract or arrangement, are 
qualified to provide or supervise the 
services. 

(2) The OPO must develop and 
implement a written policy that 
addresses potential conflicts of interest 
for the OPO’s director, medical director, 
senior management, and procurement 
coordinators. 

(3) The OPO must have credentialing 
records for physicians and other 
practitioners who routinely recover 
organs in hospitals under contract or 
arrangement with the OPO and ensure 
that all physicians and other 
practitioners who recover organs in 
hospitals with which the OPO has 
agreements are qualified and trained. 

(b) Standard: Staffing. 
(1) The OPO must provide sufficient 

coverage, either by its own staff or 
under contract or arrangement, to assure 
both that hospital referral calls are 
screened for donor potential and that 
potential donors are evaluated for 
medical suitability for organ and/or 
tissue donation in a timely manner. 

(2) The OPO must have a sufficient 
number of qualified staff to provide 
information and support to potential 
organ donor families; request consent 
for donation; ensure optimal 
maintenance of the donor, efficient 
placement of organs, and adequate 
oversight of organ recovery; and 
conduct QAPI activities, such as death 
record reviews and hospital 
development. 

(3) The OPO must provide a sufficient 
number of recovery personnel, either 
from its own staff or under contract or 
arrangement, to ensure that all usable 
organs are recovered in a manner that, 
to the extent possible, preserves them 
for transplantation. 

(c) Standard: Education, training, and 
performance evaluation. The OPO must 
provide its staff with the education, 
training, and supervision necessary to 
furnish required services. Training must 
include but is not limited to 
performance expectations for staff, 
applicable organizational policies and 

procedures, and QAPI activities. OPOs 
must evaluate the performance of their 
staffs and provide training, as needed, to 
improve individual and overall staff 
performance and effectiveness. 

(d) Standard: Medical director. The 
OPO’s medical director is a physician 
licensed in at least one of the States or 
territories within the OPO’s service area 
or as required by State or territory law 
or by the jurisdiction in which the OPO 
is located. The medical director is 
responsible for implementation of the 
OPO’s protocols for donor evaluation 
and management and organ recovery 
and placement. The medical director is 
responsible for oversight of the clinical 
management of potential donors, 
including providing assistance in 
managing a donor case when the 
surgeon on call is unavailable. 

§ 486.328 Condition: Reporting of data. 
(a) An OPO must provide 

individually-identifiable, hospital- 
specific organ donation and 
transplantation data and other 
information to the Organ Procurement 
and Transplantation Network, the 
Scientific Registry of Transplant 
Recipients, and DHHS, as requested by 
the Secretary. The data may include, but 
are not limited to: 

(1) Number of hospital deaths; 
(2) Results of death record reviews; 
(3) Number and timeliness of referral 

calls from hospitals; 
(4) Number of eligible deaths; 
(5) Data related to non-recovery of 

organs; 
(6) Data about consents for donation; 
(7) Number of eligible donors; 
(8) Number of organs recovered, by 

type of organ; and 
(9) Number of organs transplanted, by 

type of organ. 
(b) An OPO must provide hospital- 

specific organ donation data annually to 
the transplant hospitals with which it 
has agreements. 

(c) Data to be used for OPO re- 
certification purposes must be reported 
to the OPTN and must include data for 
all deaths in all hospitals and critical 
access hospitals in the OPO’s donation 
service area, unless a hospital or critical 
access hospital has been granted a 
waiver to work with a different OPO. 

(d) Data reported by the OPO to the 
OPTN must be reported within 30 days 
after the end of the month in which a 
death occurred. If an OPO determines 
through death record review or other 
means that the data it reported to the 
OPTN was incorrect, it must report the 
corrected data to the OPTN within 30 
days of the end of the month in which 
the error is identified. 

(e) For the purpose of determining the 
information to be collected under 
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paragraph (a) of this section, the 
following definitions apply: 

(1) Kidneys procured. Each kidney 
recovered will be counted individually. 
En bloc kidneys recovered will count as 
two kidneys procured. 

(2) Kidneys transplanted. Each kidney 
transplanted will be counted 
individually. En bloc kidney transplants 
will be counted as two kidneys 
transplanted. 

(3) Extra-renal organs procured. Each 
organ recovered is counted individually. 

(4) Extra-renal organs transplanted. 
Each organ or part thereof transplanted 
will be counted individually. For 
example, a single liver is counted as one 
organ procured and each portion 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 extra-renal 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. 

§ 486.342 Condition: Requesting consent. 
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. 

(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 point- 
of-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 
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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 
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 preparation 
and transport. 

(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, data- 
driven QAPI program designed to 
monitor and evaluate performance of all 
donation services, including services 
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. 

PART 498—APPEALS PROCEDURES 
FOR DETERMINATIONS THAT AFFECT 
PARTICIPATION IN THE MEDICARE 
PROGRAM AND FOR 
DETERMINATIONS THAT AFFECT THE 
PARTICIPATION OF ICFs/MR AND 
CERTAIN NFs IN THE MEDICAID 
PROGRAM 

� 1. The authority citation for part 498 
continues to read as follows: 

Authority: Sections 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 

Subpart A—General Provisions 

§ 498.2 [Amended] 

� 2. In § 498.2, the definition of 
‘‘supplier’’ is amended by removing 
‘‘organ procurement organization 
(OPO),’’. 
(Catalog of Federal Domestic Assistance 
Program No. 93.778, Medical Assistance 
Program) 
(Catalog of Federal Domestic Assistance 
Program No. 93.773, Medicare—Hospital 
Insurance; and Program No. 93.774, 
Medicare—Supplementary Medical 
Insurance Program) 

Dated: May 11, 2006. 
Mark B. McClellan, 
Administrator, Centers for Medicare & 
Medicaid Services. 

Approved: May 19, 2006. 
Michael O. Leavitt, 
Secretary. 
[FR Doc. 06–4882 Filed 5–30–06; 8:45 am] 
BILLING CODE 4120–01–P 
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