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Tag
D5311 SPECIMEN SUBMISSION, HANDLING, AND REFERRAL

CFR(S): 493.1242(a)

The laboratory must establish and follow written policies and procedures for each of
the following, if applicable: (1) Patient preparation. (2) Specimen collection. (3)
Specimen labeling, including patient name or unique patient identifier and, when
appropriate, specimen source. (4) Specimen storage and preservation. (5) Conditions
for specimen transportation. (6) Specimen processing. (7) Specimen acceptability and
rejection. (8) Specimen referral.

This STANDARD is not met as evidenced by:

Based on review of laboratory records, lack of documentation, and interview with
testing personnel (TP 1); the laboratory failed to establish written policies and
procedures for histopathology patient testing specimen rejection in 2022 and 2023.
Findings Include: 1. Review of the "Pinnacle Gastroenterology Specimen Acceptance
Policy" and lack of documentation revealed the laboratory failed to establish written
policies and procedures for the rejection of histopathology patient samples. a.
"PURPOSE: To provide specimen acceptance guidelines." 2. On 10/24/2023 at 11:29
am., an interview with the TP 1 confirmed the above findings.

D6102 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(12)

The laboratory director must ensure that prior to testing patients specimens, all
personnel have the appropriate education and experience, receive the appropriate
training for the type and complexity of the services offered, and have demonstrated
that they can perform all testing operations reliably to provide and report accurate
results.



This STANDARD is not met as evidenced by:

Based on review of laboratory records, lack of documentation, and interview with
testing personnel (TP 1); the laboratory director failed to ensure that four of four
testing personnel (TP 1, TP 2, TP 3, and TP 4) listed on the Laboratory Personnel
Report (CLIA) Form CMS - 209 received and demonstrated the appropriate training
required prior to performing and reporting high complexity histopathology patient
testing in 2022 and 2023. Findings Include: 1. Review of the "Pinnacle
Gastroenterology Histotechnician Competency Checklist” forms and lack of
documentation for TP1, TP 2, TP 3, and TP 4 revealed the |aboratory failed to
document training and competency for the histopathology techniques protocol utilized
for patient testing in 2022 and 2023. a. "Name of Employee: TP 1" "Date of Hire: 11
129/2022" " Content: Standards-Protocols-Procedure-Practice Guidelines' "Reviewed
By: (illegible) Date: 5-1-23" "Employee Signature: TP 1 Date: 11/29/22" b. "Name of
Employee: TP 2" "Date of Hire: 11/29/2022" " Content: Standards-Protocols-
Procedure-Practice Guidelines' "Reviewed By: (illegible) Date: 5-1-23" "Employee
Signature: TP 2 Date: 11/29/22" c. "Name of Employee: TP 3" "Date of Hire: Aug 15,
2023" "Content: Standards-Protocols-Procedure-Practice Guidelines' "Reviewed By:
TP 1 Date: 08/24/23" "Employee Signature: TP 3 Date: 08/24/23" d. "Name of
Employee: TP 4" "Date of Hire: 11/29/2022" " Content: Standards-Protocols-
Procedure-Practice Guidelines' "Reviewed By: TP 1 Date: 11/29/22" "Employee
Signature: (illegible) Date: 11/29/22" 2. Review of the "Pinnacle Gastroenterol ogy
Grossing Competency Checklist” form and lack of documentation for TP 2, revea ed
the laboratory failed to document training and competency for the histopathology
technique protocol utilized for patient testing in 2022 and 2023. a. "Name of
Employee: TP 2" "Date of Hire: 10/1/22" " Content: Standards-Protocols-Procedure-
Practice Guidelines' "Reviewed By: (illegible) Date: 11/29/2022" "Employee
Signature: TP 2 Date: 11/29/2022" 3. Review of the "Pinnacle Gastroenterology Lab
Director Responsibilities’ procedures manual revealed the following: a. "(12) Ensure
that prior to testing patients specimens, all personnel have the appropriate education
and experience, receive the appropriate training for the type and complexity of the
services offered, and have demonstrated that they can perform all testing operations
reliably to provide and report accurate results;" 4. On 10/24/2023 at 11:15 am., an
interview with the TP 1 confirmed the above findings.



