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Summary Statement of Deficiencies

D0000 A Recertification survey was performed on January 24, 2022 at Alere Toxicology 
Services, CLIA ID # 19D0457328. The laboratory was found in compliance with 42 
CFR 493 Requirements for Laboratories; however, standard level deficiencies were 
cited.

D5305 TEST REQUEST
CFR(s): 493.1241(c)

The laboratory must ensure the test requisition solicits the following information: (1) 
The name and address or other suitable identifiers of the authorized person requesting 
the test and, if appropriate, the individual responsible for using the test results, or the 
name and address of the laboratory submitting the specimen, including, as applicable, 
a contact person to enable the reporting of imminently life threatening laboratory 
results or panic or alert values. (2) The patient's name or unique patient identifier. (3) 
The sex and age or date of birth of the patient. (4) The test(s) to be performed. (5) The 
source of the specimen, when appropriate. (6) The date and, if appropriate, time of 
specimen collection. (7) For Pap smears, the patient's last menstrual period, and 
indication of whether the patient had a previous abnormal report, treatment, or biopsy. 
(8) Any additional information relevant and necessary for a specific test to ensure 
accurate and timely testing and reporting of results, including interpretation, if 
applicable.

This STANDARD is not met as evidenced by:
Based on review of the laboratory's policies, patient test requisitions, test menu, and 
interview with personnel, the laboratory failed to ensure the test requisitions included 
the sex of the patient. Findings: 1. Review of the laboratory's "Client Services Manual-
US Toxicology Laboratories" policy revealed the sex of the patient was not included. 
2. Review of the following two (2) patient test requisitions revealed the sex of the 
patients was not included: Patient 83559 Patient 82173 3. In interview on January 24, 
2022 at 1:44 pm, Technical Consultant 2 confirmed the laboratory's requisitions did 
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not include the sex of the patient. 4. Review of the laboratory's test menu revealed the 
laboratory performs 400 toxicology tests annually.

D6014 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(3)(iii)

The laboratory director is responsible for the overall operation and administration of 
the laboratory, including the employment of personnel who are competent to perform 
test procedures, and record and report test results promptly, accurate, and proficiently 
and for assuring compliance with the applicable regulations. (e) The laboratory 
director must-- (e)(3) Ensure that-- (e)(3)(iii) Laboratory personnel are performing the 
test methods as required for accurate and reliable results.

This STANDARD is not met as evidenced by:
Based on review of policies, patient test requisitions, test menu, and interview with 
personnel, the Laboratory Director failed to ensure the laboratory personnel 
performed test methods as required. Refer to D5305.

D6087 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(3)(iii)

The laboratory director must ensure that laboratory personnel are performing the test 
methods as required for accurate and reliable results.

This STANDARD is not met as evidenced by:
Based on review of policies, patient test requisitions, test menu, and interview with 
personnel, the Laboratory Director failed to ensure the laboratory personnel 
performed test methods as required. Refer to D5305.


