Department of Health & Human Services Form Approved

Centersfor Medicare & Medicaid Services OMB No. 0938-0391
Statement of Deficiencies (X2) Provider/Supplier/CLIA (X3) Date
I dentification Number Survey
Completed
25D0030383
03/10/2022
Name of Provider or Supplier Street Address, City, State
Longest Student Health Center Lab 360 Hardy Road, Mississippi State, MS

For information on the provider's plan to correct this deficiency, please contact the provider or the state survey agency.

(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5449 CONTROL PROCEDURES

CFR(s): 493.1256(d))(3)(ii)(q)

Unless CMS Approves a procedure, specified in Appendix C of the State Operations
Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must--
At least once a day patient specimens are assayed or examined perform the following
for-- Each qualitative procedure, include a negative and positive control material; ()
The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on review of quality control records for Neisseria gonorrhoeae (NG) and
Chlamydia trachomatis (CT) testing with the Cepheid GeneXpert test system from 10
/5120 through 3/7/22, lack of documentation of establishment of an Individualized
Quality Control Plan (IQCP), and interview with the technical consultant on 3/10/22
at 3:30 p.m., the laboratory failed to include a positive and negative control each day
of patient testing from the date NG/CT testing began on 10/13/20 through 3/7/22. The
laboratory's annual volume for NG and CT testing is 2,122. Findings include: Review
of quality control records for Neisseria gonorrhoeae and Chlamydia trachomatis
testing with the Cepheid GeneX pert test system from 10/5/20 through 3/7/22 revealed
positive and negative controls were performed monthly on the following days: 10/5
120, 11/2/20, 12/7/20, 1/4/21, 2/1/21, 3/1/21, 4/5/21, 5/3/21, 6/7/21, 7/6/21, 8/2/21, 9/8
121, 10/4/21, 11/1/21, 12/6/21, 1/4/22, 2/7/22, 3/7/22. The technical consultant
confirmed in an interview on 3/10/22 at 3:30 p.m. that positive and negative controls
were not performed each day of patient testing and an 1QCP had not been established
for Neisseria gonorrhoeae and Chlamydia trachomatis testing with the Cepheid
GeneXpert test system.



