
them) who reads and evaluates the findings of the study.  Acceptable forms of signature 
include paper signatures as well as electronic signatures. 
 
Survey Procedures §482.26(d)  

 
• Determine whether the hospital maintains radiologic services records for at least 5 years 

after the study or procedure.  (Assess them for compliance with the Medical Records 
CoP at §482.24 at the same time, but make sure to cite general medical record 
noncompliance under that CoP.) 
 

• Request records for all different imaging modalities furnished by the hospital, to 
determine if the procedure for maintaining the records is consistent among all the 
radiologic services. 
 

• Review radiologic records to determine that reports of studies are signed by the 
radiologist or other authorized practitioner (in the case of studies not designated as 
requiring a radiologist to interpret them ) who read and evaluated the findings of the 
study  

 
A-0576 
 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
§482.27 Condition of Participation: Laboratory Services 
 
The hospital must maintain, or have available, adequate laboratory services to meet 
the needs of its patients.  The hospital must ensure that all laboratory services 
provided to its patients are performed in a facility certified in accordance with Part 
493 of this chapter. 
 
Interpretive Guidelines §482.27 
 
The hospital must maintain or have available laboratory services whenever its patients need 
those services.  The hospital may make laboratory services available directly, through 
contractual agreements, or through a combination of direct and contractual services.  The 
scope and complexity of the hospital laboratory service must be adequate to meet the needs 
of its patients.  The hospital must maintain, or have available, adequate laboratory services 
to meet the needs of its patients at each campus or off-campus location of the hospital.  All 
laboratory services, whether direct or contractual, whether conducted in a lab or in another 
location, must be provided in accordance with Clinical Laboratory Improvement Act 
(CLIA) requirements.  Every hospital laboratory service must be operating under a current 
CLIA certificate appropriate to the level of services performed.   
 
The hospital’s laboratory services, including any contracted services, must be integrated 
into its hospital-wide QAPI program. 
 
Patient laboratory results and all other laboratory clinical patient records are considered 
patient medical records and the hospital must comply with the requirements of the Medical 
Records CoP. 
 
Survey Procedures §482.27  
 

• Determine the total number of laboratories, the location of each laboratory, and 
every location where laboratory procedures are performed. 

 
• Verify that the laboratory service and all laboratory locations are integrated into the 

hospital-wide QAPI program. 



 
• If laboratory services are contracted, verify that the review of the quality of those 

services is integrated into the hospital-wide QAPI program. 
 
A-0582 
 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
§482.27(a) Standard: - Adequacy of Laboratory Services 
 
The hospital must have laboratory services available, either directly or through a 
contractual agreement with a certified laboratory that meets requirements of Part 493 
of this chapter. 
 
Interpretive Guidelines §482.27(a) 
 
The CLIA certification may be accomplished by having one certificate for the entire 
hospital’s laboratory services, by having one certificate for each laboratory, or by the 
hospital having a mixture.  Whatever the arrangement, all laboratory services must be 
provided in accordance with CLIA requirements and under a current CLIA certificate, even 
when those laboratory services take place outside of a lab. 
 
Survey Procedures §482.27(a) 
 

• Determine which services are provided directly by the facility and which are 
provided through contractual agreements.  

 
• Determine if the referral laboratory is CLIA certified for the appropriate test 

specialty.  
 
• If the hospital provides laboratory services in multiple locations, verify that all 

laboratory services are operating under a current CLIA certificate.  
 

• Examine records and determine if the services, including emergency services, are 
provided in accordance with the hospital’s policies. 

 
A-0583 
 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.27(a)(1) - Emergency laboratory services must be available 24 hours a day. 
 
Interpretive Guidelines §482.27(a)(1) 
 
The hospital must provide emergency laboratory services 24 hours a day, 7 days a week.  
These onsite emergency services may be provided directly by the hospital or through onsite 
contracted laboratory services.  Emergency lab services include collection, processing, and 
provision of results to meet a patient's emergency laboratory needs. 
 
In a hospital with multiple hospital campuses, these emergency laboratory services must be 
available onsite 24/7 at each campus. 
 
The medical staff must determine which laboratory services are to be immediately available 
to meet the emergency laboratory needs of patients who may be currently at the hospital or 
those patients who may arrive at the hospital in an emergency condition.  The emergency 
laboratory services (procedures, tests, personnel) available should reflect the scope and 


