
complexity of the hospital’s operation and be provided in accordance with Federal and State 
law, regulations and guidelines and acceptable standards of practice. 
 
At a hospital with off-campus locations the medical staff must determine which, if any, 
laboratory services must be immediately available to meet the emergency laboratory needs 
of the patients who are likely to seek care at each off-campus location.  The emergency 
laboratory services available must reflect the scope and complexity of the hospital's 
operations at the location and be provided in accordance with Federal and State law, 
regulations and guidelines and acceptable standards of practice.  The services must be 
available during the hours of operation of that location. 
Survey Procedures §482.27(a)(1) 
 
Review the written description of the emergency laboratory services.  Review records 
(including accession records, worksheets, and test reports) to verify the 24-hour availability 
of emergency services and that those services are provided when required. 
 
A-0584 
 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.27(a)(2) - A written description of services provided must be available to the 
medical staff. 
 
Survey Procedures §482.27(a)(2) 
 

• Verify the existence of a written description of the laboratory services provided, 
including those furnished on routine and stat basis (either directly or under an 
arrangement with an outside facility). 

 
• Verify that the description of services is accurate and current. 

 
A-0585 
 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.27(a)(3) - The laboratory must make provision for proper receipt and reporting 
of tissue specimens. 
 
Interpretive Guidelines §482.27(a)(3) 
 
The laboratory must have written instructions for the collection, preservation, 
transportation, receipt, and reporting of tissue specimen results. 
 
Survey Procedures §482.27(a)(3) 
 
Review tissue records (accession records, worksheets, and test reports) to determine 
whether the laboratory follows the written protocol.   
 
A-0586 
 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.27(a)(4) - The medical staff and a pathologist must determine which tissue 
specimens require a macroscopic (gross) examination and which require both 
macroscopic and microscopic examinations. 



 
Interpretive Guidelines §482.27(a)(4) 
 
Laboratory written policies, approved by the medical staff and a pathologist, must state 
which tissue specimens require a macroscopic examination and which tissue specimens 
require both macroscopic and microscopic examination. 
 
Survey Procedures §482.27(a)(4) 
 

• Verify that the hospital has a written policy for examination requirements. 
 

• Review the written policies and tissue reports to assure that tissue specimens are 
examined in accordance with the written policies. 

 
• Verify that the policies are in accordance with these requirements and other Federal 

and State laws, regulations, and guidelines. 
 
A-0592  
(Rev. 200, Issued: 02-21-20; Effective: 02-21-20, Implementation: 02-21-20) 
 
§482.27(b) Standard: - Potentially Infectious Blood and Blood 
Components 
 
(1)Potentially human immunodeficiency virus (HIV) infectious blood and blood 
components.  Potentially HIV infectious blood and blood components are prior 
collections from a donor – 
 

(i) Who tested negative at the time of donation but tests reactive for 
evidence of HIV infection on a later donation; 

(ii) Who tests positive on the supplemental (additional, more specific) test or 
other follow-up testing required by FDA; and 

 (iii) For whom the timing of seroconversion cannot be precisely estimated. 
 

(2)  Potentially hepatitis C virus (HCV) infectious blood and blood components.  
Potentially HCV infectious blood and blood components are the blood and 
blood components identified in 21 CFR 610.47. 

 
(3)  Services furnished by an outside blood collecting establishment.  If a hospital 

regularly uses the services of an outside blood collecting establishment, it must 
have an agreement with the blood collecting establishment that governs the 
procurement, transfer, and availability of blood and blood components.  The 
agreement must require that the blood collecting establishment notify the 
hospital -- 

 
(i) Within 3 calendar days if the blood collecting establishment supplied 

blood and blood components collected from a donor who tested negative 
at the time of donation but tests reactive for evidence of HIV or HCV 
infection on a later donation or who is determined to be at increased risk 
for transmitting HIV or HCV infection; 

 
(ii) Within 45 days of the test, of the results of the supplemental (additional, 

more specific) test for HIV or HCV, as relevant, or other follow-up testing 
required by FDA; 

 
(iii) Within 3 calendar days after the blood collecting establishment supplied 

blood and blood components collected from an infectious donor, 


