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
10D0268310
06/16/2022
Name of Provider or Supplier Street Address, City, State
Planned Parenthood Of South East And North 5978 Powers Ave, Jacksonville, FL
Florida

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
D0000 An announced recertification survey was conducted on 6/16/2022 at Planned

Parenthood of South East and North Florida, a clinical laboratory in Jacksonville,
Florida. Planned Parenthood of South East and North Floridawas NOT in compliance
with Code of Federal Regulations (CFR), Part 493, requirements for clinical
laboratories.

D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(s): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on review of employee competency records and interview with the Office
Manager, the laboratory failed to perform competency evaluations on 1 of 12 Testing
Personnel (#C) in 2021. Thisis arepeat deficiency from the 6/01/2020 recertification
survey. The findingsinclude : Review of employee competency records found no
competency evaluations performed on Testing Person #C who performs direct wet
mount testing. Testing Person #C began performing the test in March 2021. Interview
with the Office Manager on 6/17/2022 confirmed that there was no documented
competency evaluations for Testing Person #C. .

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.



D5481

This STANDARD is not met as evidenced by:

Based on record review and interview with the Office Manager, the laboratory failed
to verify the accuracy of wet mounts and KOH (potassium hydroxide) testing at |east
twice annually for Testing Person (TP) #C in 2021. Findings Include: Review of wet
mount and KOH testing showed no peer review was performed that verified the
accuracy of testing for TP #C in 2021. During an interview on 6/16/22 at 1:30 PM the
Office Manager confirmed that TP #C had no peer review for wet mount and KOH
testing. .

CONTROL PROCEDURES
CFR(s): 493.1256(f)(g)

(f) Results of control materials must meet the laboratory's and, as applicable, the
manufacturer's test system criteriafor acceptability before reporting patient test
results. (g) The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the laboratory failed to document
acceptable quality control for one day in May 2022. Thisis arepeat deficiency from
the 6/1/2020 recertification survey. Findings include: The review of the quality
control spreadsheet showed on 5/12/22, the negative RH (Rhesus) control was
documented as positive. A total of 12 patients were testing for RH. The interview with
testing person D on 6/16/22 at 1:40pm confirmed that although two people verify the
quality control entry, it was documented incorrectly and was "probably atypo”.



