
Those hospital staff who may have to contact or  work with the OPO, tissue bank and eye 
bank staff must have appropriate training on donation issues including their duties and 
roles. 
Survey Procedures §482.45(a)(5) 
 

• Review in-service training schedules and attendance sheets. 
 

• How does the hospital ensure that all appropriate staff has attended an educational 
program regarding donation issues and how to work with the OPO, tissue bank, and 
eye bank? 
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§482.45(a)(5) - (Continued) 

 
[Ensure that the hospital works cooperatively with the designated OPO, tissue bank 
and eye bank in educating staff on…] reviewing death records to improve 
identification of potential donors, and 
 
Interpretive Guidelines §482.45(a)(5) 
 
Hospitals must cooperate with the OPOs, tissue banks and eye banks in regularly or 
periodically reviewing death records.  This means that the hospital must develop policies 
and procedures which permit the OPO, tissue bank, and eye bank access to death record 
information that will allow the OPO, tissue bank and eye bank to assess the hospital’s donor 
potential, assure that all deaths or imminent deaths are being referred to the OPO in a timely 
manner, and identify areas where the hospital, OPO, tissue bank and eye bank staff 
performance might be improved.  The policies must address how patient confidentiality will 
be maintained during the review process. 
 
Survey Procedures §482.45(a)(5)  
 

• Verify by review of policies and records that the hospital works with the OPO, 
tissue bank, and eye bank in reviewing death records. 

• Verify that the effectiveness of any protocols and policies is monitored as part of the 
hospital’s quality improvement program. 

 
• Validate how often the reviews are to occur.  Review the protocols that are in place 

to guide record reviews and analysis. 
 

• Determine how confidentiality is ensured. 
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§482.45(a)(5) - (Continued) 
 
[Ensure that the hospital works cooperatively with the designated OPO, tissue bank 
and eye bank in educating staff on…] maintaining potential donors while necessary 
testing and placement of potential donated organs, tissues, and eyes take place.  
 
Interpretive Guidelines §482.45(a)(5) 
 
The hospital must have policies and procedures, developed in cooperation with the OPO, 
that ensure that potential donors are maintained in a manner that maintains the viability of 



their organs.  The hospital must have policies in place to ensure that potential donors are 
identified and declared dead within an acceptable time frame by an appropriate practitioner. 
 
Survey Procedures §482.45(a)(5) 
 

• Determine by review, what policies and procedures are in place to ensure that 
potential donors are identified and declared dead by an appropriate practitioner 
within an acceptable timeframe. 

 
• Verify that there are policies and procedures in place to ensure the coordination 

between facility staff and OPO staff in maintaining the potential donor. 
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§482.45(b) Standard: Organ Transplantation Responsibilities 

 
(1)  A hospital in which organ transplants are performed must be a member of 
the Organ Procurement and Transplantation Network (OPTN) established and 
operated in accordance with section 372 of the Public Health Service (PHS) Act (42 
U.S.C. 274) and abide by its rules.   The term “rules of the OPTN” means those 
rules provided for in regulations issued by the Secretary in accordance with 
section 372 of the PHS Act which are enforceable under 42 CFR 121.10.  No 
hospital is considered to be out of compliance with section 1138(a)(1)(B) of the Act, 
or with the requirements of this paragraph, unless the Secretary has given the 
OPTN formal notice that he or she approves the decision to exclude the hospital 
from the OPTN and has notified the hospital in writing. 
 
(2)  For purposes of these standards, the term “organ” means a human kidney, 
liver, heart, lung, or pancreas. 
 
(3)  If a hospital performs any type of transplants, it must provide organ 
transplant related data, as requested by the OPTN, the Scientific Registry, and the 
OPOs.  The hospital must also provide such data directly to the Department when 
requested by the Secretary. 

 
Interpretive Guidelines §482.45(b)(1) –(3) 
 
If you have questions concerning the facility membership in the Organ Procurement and 
Transplantation Network; you may verify the membership by contacting the CMS regional 
office or by calling the United Network for Organ sharing (UNOS) at 1-804-330-8500. 
 
Survey Procedures §482.45(b)(1) – (3) 
 
Verify by review, one year of reports submitted by the facility to the OPTN, the Scientific 
Registry, the OPOs, and any data submitted to the Department per request of the Secretary. 
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§482.51 Condition of Participation:  Surgical Services 
 
If the hospital provides surgical services, the services must be well organized and 
provided in accordance with acceptable standards of practice.  If outpatient surgical 
services are offered the services must be consistent in quality with inpatient care in 
accordance with the complexity of services offered. 


