
 

 

The laboratory must have a system in place to ensure that it documents all 
complaints and problems reported to the laboratory.  The laboratory must conduct 
investigations of complaints, when appropriate. 
 
Interpretive Guidelines §493.1233 
 
Verify that the laboratory documents all complaints and problems reported to the 
laboratory, and that it has a mechanism to determine which complaints require 
investigation. 
 
Probes §493.1233 
 
What mechanism does the laboratory have that allows individuals to report complaints or 
problems to the laboratory?   
 
How does the laboratory inform laboratory personnel of mechanisms to anonymously 
report complaints about laboratory quality to outside agencies, e.g. State survey agencies? 
 
Does the laboratory have a mechanism to refer complaints or problems to its reference 
laboratory(s), or other offices or agencies, when appropriate?  Does the laboratory 
document this activity? 
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§493.1234 Standard:  Communications 
 
The laboratory must have a system in place to identify and document problems that 
occur as a result of a breakdown in communication between the laboratory and an 
authorized person who orders or receives test results. 
 
Interpretive Guidelines §493.1234 
 
Such communication could entail problems with the descriptions they have provided to 
authorized individuals about proper specimen collection or shipment.  For example, the 
laboratory’s system for identifying and documenting communication problems should be 
able to capture instances in which there is a need to request additional information 
concerning patient specimens.  If the laboratory does not receive the appropriate 
specimen or patient information needed to perform the tests, the laboratory should assess 
whether the information that is currently being made available to authorized individuals 
concerning patient preparation and specimen handling requirements is adequate.  
 
The laboratory’s system for identifying and documenting communications problems 
should be able to capture instances where testing was affected.  These instances could be 
due to the lack of necessary patient information from the authorized person, improper 
specimen collection, improper handling and transport of the specimens to the laboratory, 



 

 

etc.  If the appropriate specimen(s) and/or patient information needed to perform the 
requested tests is not being received by the laboratory, an assessment should be made to 
determine whether the information that is currently made available to authorized persons 
concerning patient preparation, specimen collection and handling requirements, is 
adequate. 
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§493.1235 Standard:  Personnel competency assessment policies 
 
As specified in the personnel requirements in subpart M, the laboratory must 
establish and follow written policies and procedures to assess employee and, if 
applicable, consultant competency. 
 
Interpretive Guidelines §493.1235 
 
Refer to §§493.1413(b)(8) and 493.1451(b)(8) for specific testing personnel competency 
requirements and refer to §493.1407(e)(12) and §493.1445(e)(13) for establishing 
policies to monitor each individual’s competency and identify remedial training or 
continuing education needs.  Cite deficiencies at this location when the laboratory has 
developed but is not following personnel competency policies and procedures. 
Competency assessment applies to all persons that perform patient testing and/or report 
patient test results, including but not limited to, technical and clinical consultants, 
technical supervisors, general supervisors and other laboratory staff. 
 
Note: If the laboratory director is the only individual testing and/or reporting test results, 
they must establish and document a minimal level of proficiency in order to ensure that 
they maintain the required competency for accurate and reliable testing and reporting. 
This also applies if the LD is also performing patient testing and/or reporting patient test 
results. When dealing with a LD, cite deficiencies at this location when the laboratory has 
developed but is not following personnel competency policies and procedures for the LD. 

 
Competency Assessment Guidelines 
 
Technical consultant, clinical consultant, technical supervisor, general supervisor 
 
Documented competency assessment is required for the following named positions on the 
Form 209: technical consultant, clinical consultant, technical supervisor, general 
supervisor. The laboratory must have policies and procedures to assess competency based 
on the position responsibilities listed in Subpart M and these assessments must be 
performed at a frequency determined by the laboratory. Cite D5209 (§493.1235).  If these 
people perform testing on patient specimens, they are required to have the six required 
procedures in their competency assessment in addition to a competency assessment based 
on their federal regulatory responsibilities (see §493.1413(b)(8) / §493.1451(b)(8)). 
 


