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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on record review and interview with laboratory personnel, the laboratory did
not verify the accuracy of fungal cultures twice annually. Findings include: Review of
proficiency testing records on 09/06/18 revealed that split samples were sent to a
reference laboratory for fungal culturesin May, 2018 and before that in July of 2016.
During an interview with the laboratory director at 10:10 am. on 09/06/18, he
confirmed that accuracy had not been verified twice annually.

D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(S): 493.1252(d)

Reagents, solutions, culture media, control materials, calibration materials, and other
supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:

Based on observation and interview with laboratory personnel, the laboratory used
culture mediathat had expired. Findings include: The surveyor observed at 10:05 a.m.
on 09/06/18 that two of twenty fungal cultures were on media, lot # 1715020, that
expired on 05/30/18. One of the cultures was dated 08/21/18 and the other was 08/22
/18. During an interview with the laboratory director at 10:10 am. on 09/06/18, he
confirmed that the two cultures were on expired media.



D5477

CONTROL PROCEDURES
CFR(S): 493.1256(e)(4)(q)

(e) For reagent, media, and supply checks, the laboratory must do the following: (€)
(4) Before, or concurrent with theinitial use-- (€)(4)(i) Check each batch of mediafor
sterility if sterility isrequired for testing; (€)(4)(ii) Check each batch of mediafor its
ability to support growth and, as appropriate, select or inhibit specific organisms or
produce a biochemical response; and (e)(4)(iii) Document the physical characteristics
of the mediawhen compromised and report any deterioration in the mediato the
manufacturer. (g) The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on record review and interview with laboratory personnel, the laboratory did
not perform negative controls for each batch of media used for fungal cultures.
Findings include: Review of quality control records for fungal cultures on 09/6/18
revealed that the laboratory did a positive control but no negative control to check for
the correct biochemical response for each batch of media. During an interview with
the laboratory director at 10:15 a.m. on 09/06/18, he confirmed that they did not do
negative controls.



