
forth at 21 CFR 610.46 and 21 CFR 610.47 the notification effort begins when the 
blood collecting establishment notifies the hospital that it received potentially HIV or 
HCV infectious blood and blood components.  The hospital must make reasonable 
attempts to give notification over a period of 12 weeks unless-- 
 

(i) The patient is located and notified; or 
(ii) The hospital is unable to locate the patient and documents in the 

patient’s medical record the extenuating circumstances beyond the 
hospital’s control that caused the notification timeframe to exceed 12 
weeks. 

 
(8) Content of notification. The notification must include the following information: 
 

(i)   A basic explanation of the need for HIV or HCV testing and 
counseling. 

 
(ii)  Enough oral or written information so that an informed decision can be 

made about whether to obtain HIV or HCV testing and counseling. 
 

(iii) A list of programs or places where the person can obtain HIV or HCV 
testing and counseling, including any requirements or restrictions the 
program may impose. 

 
(9)  Policies and procedures. The hospital must establish policies and procedures for 
notification and documentation that conform to Federal, State, and local laws, 
including requirements for the confidentiality of medical records and other patient 
information. 
 
(10) Notification to legal representative or relative. If the patient has been adjudged 
incompetent by a State court, the physician or hospital must notify a legal 
representative designated in accordance with State law. If the patient is competent, 
but State law permits a legal representative or relative to receive the information on 
the patient’s behalf, the physician or hospital must notify the patient or his or her 
legal representative or relative. For possible HIV infectious transfusion recipients that 
are deceased, the physician or hospital must inform the deceased patient’s legal 
representative or relative.  If the patient is a minor, the parents or legal guardian must 
be notified. 
 
Interpretive Guidelines §482.27(b) 
 
This regulation requires the hospital to have a system in place to take appropriate action 
when notified that blood or blood components it received are at increased risk of 
transmitting HIV or HCV.  
 
A-0593 
 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.27(c)  Standard:  General blood safety issues.  For lookback activities only 
related to new blood safety issues that are identified after August 24, 2007, hospitals 
must comply with FDA regulations as they pertain to blood safety issues in the 
following areas: 
 
(1) Appropriate testing and quarantining of infectious blood and blood components. 
 
(2) Notification and counseling of recipients that may have received infectious blood 



and blood components. 
 
A-0618 
 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
§482.28 Condition of Participation:  Food and Dietetic Services 
 
The hospital must have organized dietary services that are directed and staffed by 
adequate qualified personnel.  However, a hospital that has a contract with an outside 
food management company may be found to meet this Condition of Participation if 
the company has a dietician who serves the hospital on a full-time, part-time, or 
consultant basis, and if the company maintains at least the minimum standards 
specified in this section and provides for constant liaison with the hospital medical 
staff for recommendations on dietetic policies affecting patient treatment. 
 
Interpretative Guidelines §482.28 
 
The hospital’s food and dietetic services must be organized, directed and staffed in such a 
manner to ensure that the nutritional needs of the patients are met in accordance with 
practitioners’ orders and acceptable standards of practice. 
 
The hospital should have written policies and procedures that address at least the following: 
 

• Availability of a diet manual and therapeutic diet menus to meet patients’ nutritional 
needs; 

 
• Frequency of meals served; 
 
• System for diet ordering and patient trays delivery;  
 
• Accommodation of non-routine occurrences (e.g., parenteral nutrition (tube 

feeding), total parenteral nutrition, peripheral parenteral nutrition, change in diet 
orders, early/late trays, nutritional supplements, etc); 

 
• Integration of the food and dietetic service into the hospital-wide QAPI and 

Infection Control programs;  
 
• Guidelines for acceptable hygiene practices of food service personnel; and 
 
• Guidelines for kitchen sanitation. 

 
The same standards apply whether the food and dietetic services are provided by the 
hospital directly, through a contractual agreement, or by off-site vendor.   
 
The hospital must be in compliance with Federal and State licensure requirements for food 
and dietary personnel as well as food service standards, laws and regulations.  
 
A-0619 
 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
§482.28(a) Standard:  Organization 
 
Interpretive Guidelines §482.28(a): 
 
The hospital must ensure that the specific food and dietetic services organization 


