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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 ar-
rangement, including agreements for 
these services. The governing body 
must appoint an individual to be re-
sponsible 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 num-
ber of qualified staff, including a direc-
tor, a medical director, organ procure-
ment coordinators, and hospital devel-
opment staff to obtain all usable or-
gans from potential donors, and to en-
sure that required services are provided 
to families of potential donors, hos-
pitals, tissue banks, and individuals 
and facilities that use organs for re-
search. 

(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 imple-
ment a written policy that addresses 
potential conflicts of interest for the 
OPO’s director, medical director, sen-
ior management, and procurement co-
ordinators. 

(3) The OPO must have credentialing 
records for physicians and other practi-
tioners who routinely recover organs in 
hospitals under contract or arrange-
ment 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, ei-
ther by its own staff or under contract 
or arrangement, to assure both that 
hospital referral calls are screened for 
donor potential and that potential do-

nors are evaluated for medical suit-
ability for organ and/or tissue donation 
in a timely manner. 

(2) The OPO must have a sufficient 
number of qualified staff to provide in-
formation and support to potential 
organ donor families; request consent 
for donation; ensure optimal mainte-
nance of the donor, efficient placement 
of organs, and adequate oversight of 
organ recovery; and conduct QAPI ac-
tivities, 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 per-
formance expectations for staff, appli-
cable organizational policies and proce-
dures, 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 terri-
tory law or by the jurisdiction in which 
the OPO is located. The medical direc-
tor is responsible for implementation 
of the OPO’s protocols for donor eval-
uation and management and organ re-
covery and placement. The medical di-
rector is responsible for oversight of 
the clinical management of potential 
donors, including providing assistance 
in managing a donor case when the sur-
geon on call is unavailable. 

§ 486.328 Condition: Reporting of data. 

(a) An OPO must provide individ-
ually-identifiable, hospital-specific 
organ donation and transplantation 
data and other information to the 
Organ Procurement and Transplan-
tation Network, the Scientific Registry 
of Transplant Recipients, and DHHS, 
as requested by the Secretary. The 
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