
 

 

a manner that ensures proper preservation of the tissue specimens until the portions 
submitted for microscopic examination have been examined and a diagnosis made 
by an individual qualified under §§493.1449(b), (l), or (m). 
 
D5605 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1273 Standard:  Histopathology 
 
(c) An individual who has successfully completed a training program in 
neuromuscular pathology approved by HHS may examine and provide reports for 
neuromuscular pathology. 
 
Interpretive Guidelines §493.1273(c) 
 
HHS approves the American Academy of Neurology Committee for Neuromuscular 
Pathology Training Program. 
 
D5607 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1273 Standard:  Histopathology 
 
(d) Tissue pathology reports must be signed by an individual qualified as specified 
in paragraph (b) or, as appropriate, paragraph (c) of this section.  If a computer 
report is generated with an electronic signature, it must be authorized by the 
individual who performed the examination and made the diagnosis. 
 
Interpretive Guidelines §493.1273(d) 
 
The laboratory must ensure that only those individuals qualified to evaluate 
histopathology specimens can release his or her electronic signature for reporting 
purposes. 
 
The tests in histopathology include both gross examination (macroscopic) and 
microscopic examination of the slide(s) with evaluation and diagnostic interpretation, and 
diagnostic findings reported. 
 
In the event of a computer-generated signature, the laboratory must ensure that the 
system is protected from use by unauthorized individuals. 
 
If the technical supervisor who performed the examination and diagnosis is not available 
to sign the report, an individual, also qualified as a technical supervisor in 
Histopathology, must reexamine and diagnose in order to sign out the report. 
 
 



 

 

D5609 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1273 Standard:  Histopathology 
 
(e) The laboratory must use acceptable terminology of a recognized system of 
disease nomenclature in reporting results. 
 
Interpretive Guidelines §493.1273(e) 
 
“SNOMED®” - Systemized Nomenclature of Medicine is an example of a recognized 
system of disease nomenclature.  
 
§493.1273(f) The laboratory must document all control procedures performed, as 
specified in this section. 
 
Interpretive Guidelines §493.1273(f) 
 
QC records should include lot numbers, date prepared/opened, expiration dates, the actual 
measurements, reactions, and/or observations and demonstrate that controls were tested 
when shipments of reagents, stains, or kits were opened or when the laboratory prepared 
these materials. 
 
D5613 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1274 Standard:  Cytology 
 
(a) Cytology slide examination site. All cytology slide preparations must be evaluated 
on the premises of a laboratory certified to conduct testing in the subspecialty of 
cytology. 
 
§493.1274 Standard:  Cytology 
 
(b) Staining. The laboratory must have available and follow written policies and 
procedures for each of the following, if applicable: 
 
D5615 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1274 Standard:  Cytology 
 
(b)(1) All gynecologic slide preparations must be stained using a Papanicolaou or 
modified Papanicolaou staining method. 
 


