59A-7.027 Proficiency Testing Programs by Specialty and Subspecialty.

(1) Microbiology – The agency shall assess the accuracy of a laboratory’s responses in accordance with this section. A laboratory must isolate and identify the organisms to the same extent it performs these procedures on patient specimens. A laboratory’s performance will be evaluated on the basis of its final answer.

(a) Bacteriology.

1. The total number of correct responses for organism isolation and identification submitted by the laboratory divided by the number of organisms present plus the number of incorrect organisms reported by the laboratory must be multiplied by 100 to establish a score for each sample in each testing event.

2. For antimicrobial susceptibility testing, a laboratory must indicate which drugs are included in its test panel when testing patient samples. A laboratory’s performance will be evaluated for only those antibiotics for which service is offered. Grading is based on the number of correct susceptibility responses reported by the laboratory divided by the actual number of correct susceptibility responses determined by the program, multiplied by 100.

3. The performance criterion for qualitative antigen tests is the presence or absence of the bacterial antigen. The score for antigen tests is the number of correct responses divided by the number of samples tested for the antigen, multiplied by 100.

4. The performance criterion for Gram stain is staining reaction. The score for Gram stain is the number of correct responses divided by the number of challenges tested, multiplied by 100.

5. The score for a testing event in bacteriology is the average of the scores determined under subparagraphs 59A-7.027(1)(a)1. through 4., F.A.C., based on the type of service offered by the laboratory.

(b) Mycobacteriology.

1. The total number of correct responses submitted by the laboratory divided by the number of organisms present plus the number of incorrect organisms reported by the laboratory must be multiplied by 100 to establish a score for each sample in each testing event.

2. For antimycobacterial susceptibility testing, a laboratory must indicate which drugs are routinely included in its test panel when testing patient samples. A laboratory’s performance will be evaluated for only those antibiotics for which susceptibility testing is routinely performed on patient specimens. Grading is based on the number of correct susceptibility responses reported by the laboratory divided by the actual number of correct susceptibility responses as determined by the program, multiplied by 100.

3. The performance criterion for qualitative tests is the presence or absence of acid-fast organisms. The score for acid-fast organism detection is the number of correct responses divided by the number of samples tested, multiplied by 100.

4. The score for a testing event in mycobacteriology is the average of the scores determined under subparagraphs 59A-7.027(1)(b)1. through 3., F.A.C., based on the types of service offered by the laboratory.

(c) Mycology.

1. The total number of correct responses submitted by the laboratory divided by the number of organisms present plus the number of incorrect organisms reported by the laboratory must be multiplied by 100 to establish a score for each sample in each testing event.

2. The score for the antigen tests is the number of correct responses divided by the number of samples to be tested for the antigen, multiplied by 100.

3. The score for a testing event in mycology is the average of the sample scores as determined under subparagraphs 59A-7.027(1)(c)1. and 2., F.A.C.

(d) Parasitology.

1. Parasites found in rare numbers by referee laboratories shall not be considered in scoring a laboratory’s performance.

2. The total number of correct responses submitted by the laboratory divided by the number of parasites present plus the number of incorrect parasites reported must be multiplied by 100 to establish a score for each sample in each testing event.

3. The criterion for acceptable performance for qualitative parasitology examinations is presence or absence of a parasite(s). The score for qualitative parasitology is the number of correct responses divided by the number of samples tested, multiplied by 100.

4. The score for a testing event in parasitology is the average of scores as determined under subparagraphs 59A-7.027(1)(d)2. through 3., F.A.C.

(e) Virology.

1. The total number of correct responses determined by virus culture techniques submitted by the laboratory divided by the number of viruses present plus the number of incorrect viruses reported by the laboratory must be multiplied by 100 to establish a score for each sample in each testing event.

2. The performance criterion for qualitative antigen tests is presence or absence of the viral antigen. The score for the antigen tests is the number of correct responses divided by the number of samples tested for the antigen, multiplied by 100.

3. The score for a testing event in virology is the average of the sample scores as determined under subparagraphs 59A-7.027(1)(e)1. and 2., F.A.C.

(2) Diagnostic Immunology.

(a) Syphilis Serology.

1. The criterion for acceptable performance for quantitative syphilis serology tests is the target value plus or minus one dilution. The score for quantitative syphilis serology is the number of correct responses divided by the number of samples tested multiplied by 100.

2. The criterion for acceptable performance for qualitative syphilis serology tests is reactive or non-reactive. The score for qualitative syphilis serology is the number of correct responses divided by the number of samples tested multiplied by 100.

3. The score for syphilis serology is the average of scores determined under subparagraphs 59A-7.027(2)(a)1. and 2., F.A.C. To determine the overall testing event score, the number of correct responses for all challenges shall be averaged.

(b) General Immunology.

1. For quantitative immunology, the laboratory’s response shall be evaluated according to whether the response is within 3 standard deviations from the target value unless otherwise specified in criteria for acceptable performance established by the federal Health Care Financing Administration under the Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder.

2. The criterion for acceptable performance for qualitative general immunology tests is positive or negative, reactive or non-reactive, immune or non-immune or other designation specified by the proficiency testing program, as applicable.

3. To determine the analyte testing event score, the number of acceptable analyte responses shall be averaged.

4. To determine the overall testing event score, the number of correct responses for all analytes shall be averaged.

(3) Chemistry.

(a) For quantitative chemistry, the laboratory’s response shall be evaluated according to whether the response is within 3 standard deviations from the target value unless otherwise specified in criteria for acceptable performance established by the federal Health Care Financing Administration under the Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder.

(b) The criterion for acceptable performance for qualitative chemistry tests is positive or negative, immune or non-immune or other designation specified by the proficiency testing program, as applicable.

(c) To determine the analyte testing event score, the number of acceptable analyte responses shall be averaged.

(d) To determine the overall testing event score for each subspecialty, the number of correct responses for all analytes shall be averaged for each subspecialty.

(4) Hematology.

(a) The appropriateness of each response shall be determined using either fixed criteria based on the percentage difference from the target value or the number of standard deviations the response differs from the target value pursuant to criteria for acceptable performance established by the federal Health Care Financing Administration under the Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder.

(b) The criterion for acceptable performance for the qualitative hematology test is correct cell identification.

(c) To determine the analyte testing event score, the number of acceptable analyte responses shall be averaged.

(d) To determine the overall testing event score for hematology, the number of correct responses for all analytes shall be averaged.

(5) Immunohematology.

(a) The criteria for acceptable performance are:

	Analyte or test
	Criteria for acceptable performance

	ABO group
	100% accuracy 

	D (Rho) typing
	100% accuracy 

	Unexpected antibody detection
	  80% accuracy 

	Compatibility testing
	100% accuracy 

	Antibody identification
	  80% accuracy 


(b) The criterion for acceptable performance for qualitative immunohematology tests is positive or negative, compatible or incompatible or other designation specified by the proficiency testing program.

(c) To determine the analyte testing event score, the number of acceptable analyte responses must be averaged.

(d) To determine the overall testing event score for each subspecialty, the number of correct responses for all analytes must be averaged for that subspecialty.

(6) Cytology. The criteria for acceptable performance is determined as follows:

(a) Each slide set shall contain 10 or 20 slides with point values established by the approved proficiency testing program referenced in Rule 59A-7.026, F.A.C., for each slide preparation.

(b) The scoring system, as established by the approved proficiency testing program, shall reward or penalize the participants in proportion to the distance of their answers from the correct response or target diagnosis. The penalty or reward shall be weighted in proportion to the severity of the lesion.

(c) Each slide is scored individually. The individual’s score for the testing event is determined by adding the point value achieved for each slide preparation, divided by the total points for the testing event and multiplying by 100.
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