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(b) For OPOs operating exclusively in 

noncontiguous States, Common-

wealths, Territories, and possessions, 

an OPO must meet two out of the three 

following outcome measures: 

(1) The OPO’s donation rate of eligi-

ble donors as a percentage of eligible 

deaths is no more than 1.5 standard de-

viations below the mean national dona-

tion rate of eligible donors as a per-

centage of eligible deaths, averaged 

over the 4 years of the re-certification 

cycle. Both the numerator and denomi-

nator 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-cer-

tification, 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 trans-

planted per standard criteria donor; 

(ii) The number of kidneys trans-

planted per expanded criteria donor; 

and

(iii) The number of organs used for 

research per donor, including 

pancreata recovered for islet cell trans-

plantation.

(c) Data for the outcome measures. 

(1) An OPO’s performance on the out-

come measures is based on 36 months 

of data, beginning with January 1 of 

the first full year of the re-certifi-

cation 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 serv-

ice area, we will not hold the OPO ac-

countable for its performance in the 

new area until the end of the following 

re-certification cycle when 36 months 

of data are available. 

[71 FR 31046, May 31, 2006, as amended at 78 

FR 75199, Dec. 10, 2013] 

ORGAN PROCUREMENT ORGANIZATION

PROCESS PERFORMANCE MEASURES

§ 486.320 Condition: Participation in 
Organ Procurement and Transplan-
tation Network. 

After being designated, an OPO must 

become a member of, participate in, 

and abide by the rules and require-

ments of the OPTN established and op-

erated in accordance with section 372 of 

the Public Health Service Act (42 

U.S.C. 274). The term ‘‘rules and re-

quirements 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 Sec-

retary 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 hos-
pitals, and tissue banks. 

(a) Standard: Hospital agreements. 

An OPO must have a written agree-

ment with 95 percent of the Medicare 

and Medicaid participating hospitals 

and critical access hospitals in its serv-

ice 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 hos-

pitals at § 482.45 or § 485.643. The agree-

ment must specify the meaning of the 

terms ‘‘timely referral’’ and ‘‘immi-

nent death.’’ 

(b) Standard: Designated requestor 

training for hospital staff. The OPO 

must offer to provide designated re-

questor 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 
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