
42 C.F.R. § 493.911
Bacteriology.

(a) Types of services offered by laboratories. In bacteriology, for proficiency testing purposes, there are five types
of laboratories:

(1) Those that interpret Gram stains or perform primary inoculation, or both; and refer cultures to another
laboratory appropriately certified for the subspecialty of bacteriology for identification;

(2) Those that use direct antigen techniques to detect an organism and may also interpret Gram stains or
perform primary inoculation, or perform any combination of these;

(3) Those that, in addition to interpreting Gram stains, performing primary inoculations, and using direct
antigen tests, also isolate and identify aerobic bacteria from throat, urine, cervical, or urethral discharge
specimens to the genus level and may also perform antimicrobial susceptibility tests on selected isolated
microorganisms;

(4) Those that perform the services in paragraph (a)(3) of this section and also isolate and identify aerobic
bacteria from any source to the species level and may also perform antimicrobial susceptibility tests; and

(5) Those that perform the services in paragraph (a)(4) of this section and also isolate and identify anaerobic
bacteria from any source.

(b) Program content and frequency of challenge. To be approved for proficiency testing for bacteriology, the
annual program must provide a minimum of five samples per testing event. There must be at least three
testing events at approximately equal intervals per year. The samples may be provided to the laboratory
through mailed shipments or, at HHS' option, may be provided to HHS or its designee for on-site testing.
For the types of laboratories specified in paragraph (a) of this section, an annual program must include
samples that contain organisms that are representative of the six major groups of bacteria: anaerobes,
Enterobacteriaceae, gram-positive bacilli, gram-positive cocci, gram-negative cocci, and miscellaneous
gram-negative bacteria, as appropriate. The specific organisms included in the samples may vary from
year to year. The annual program must include samples for bacterial antigen detection, bacterial isolation
and identification, Gram stain, and antimicrobial susceptibility testing.
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