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D2003 ENROLLMENT
CFR(s): 493.801(a)(2)(ii)

For those tests performed by the laboratory that are not included in subpart I of this 
part, a laboratory must establish and maintain the accuracy of its testing procedures, in 
accordance with 493.1236(c)(1)

This STANDARD is not met as evidenced by:
Based on record review and interview, the laboratory failed to establish and maintain 
the accuracy of its testing procedures for Prostate-Specific Antigen (PSA), 
Testosterone, and Allergy testing. Findings include: Review of the laboratory's 
proficiency testing with American Proficiency Institute showed that the laboratory 
failed to perform proficiency testing (PT) on PSA and testosterone from 8/1/17 to 6/13
/18, and allergy testing from 10/28/16 to 6/13/18. The laboratory performs allergy 
testing using the Moderate Food Panel and Southeastern Inhalant Panel. Allergy 
testing for the Moderate Food Panel includes tomato, wheat, vegetable mix, tuna, 
soybean, shellfish mix, rice, potato, pork, peanut, orange, onion mix, oat, milk, garlic, 
whole egg, corn, chocolate, chicken, beef, white bean, barley, bakers yeast, apple and 
almond. Allergy testing for the Southeastern Inhalant Panel includes acacia, white ash, 
beech, birch alder mix, box elder mix, mountain cedar, east cottonwood, white elm, 
melaleuca, mulberry mix, white oak, pine mix, privet, American sycamore, walnut
/hickory/pecan, Bahia grass, Bermuda grass, cocklebur, English plantain, lamb's 
quarters, marshelder rough, pigweed, short ragweed, sheep sorrel, Timothy grass, 
waterhemp, cat, dog, cockroach mix, house dust, farinae mite, alternaria, aspergillus, 
candida, cladosporium, and penicillium. During an interview on 6/13/18 at 10:15 AM, 
Testing Personnel A stated they had just added PT for PSA and testosterone on 6/8
/18. During an interview on 6/13/18 at 10:25 AM, Testing Personnel A stated he did 
not know they needed to perform PT for their allergy testing.
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