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D3021 REQUIREMENTS FOR TRANSFUSION SERVICES
CFR(s): 493.1103(c)(1)

Blood and blood products storage and distribution. If a facility stores or maintains 
blood or blood products for transfusion outside of a monitored refrigerator, the facility 
must ensure the storage conditions, including temperature, are appropriate to prevent 
deterioration of the blood or blood product.

This STANDARD is not met as evidenced by:
Based on a review of the laboratory's policies and procedures manual, and an 
interview with general supervisor #2 (GS #2), the laboratory failed to establish a 
written policy or procedure to ensure the storage conditions of blood products are 
appropriate to prevent deterioration of the products during a failure of the laboratory's 
monitored refrigerator since the laboratory's last survey was conducted on 6/28/2021. 
The laboratory performs approximately 52 immunohematology tests annually. 
Findings include: 1. Based on a review of the laboratory's policies and procedures 
manual, the laboratory failed to establish a written policy or procedure to document 
and monitor the temperature of blood products to prevent the deterioration of blood 
products in case of a failure of their monitored refrigerator since the last survey was 
conducted on 6/28/2021. 2. An interview with GS #2 on February 27, 2024, at 
approximately 12:00 PM, confirmed that the laboratory failed to establish a written 
policy or procedure to document and monitor the temperature of blood products to 
prevent the deterioration of blood products in case of a failure of their monitored 
refrigerator.

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, 
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consultant competency.

This STANDARD is not met as evidenced by:
Based on review of the laboratory's policies and procedures manual, and an interview 
with General Supervisor #2 (GS #2), the laboratory failed to assess the competency 
of, or establish a written policy or procedure for assessing the competency of 
personnel in the positions of Clinical Consultant (CC), Technical Supervisor (TS), and 
General Supervisor (GS) since the laboratory's last survey was conducted on 6/28
/2021. The laboratory conducts approximately 48,256 tests annually. Findings 
include: 1. A review of the laboratory's policies and procedures manual revealed that 
the laboratory failed to assess the competency of, or establish a written policy or 
procedure for assessing the competency for the CC, the TS, or for the GS listed on 
CMS Form-209 since the last survey was conducted on 6/28/2021. 2. Based on an 
interview with GS #2 on February 27, 2024, at approximately 11:15 AM, confirmed 
that the laboratory failed to assess the competency of or establish a written policy or 
procedure for assessing the competency of personnel in the positions of CC, TS, and 
GS.


