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Summary Statement of Deficiencies

D5026 IMMUNOHEMATOLOGY
CFR(s): 493.1217

If the laboratory provides services in the specialty of Immunohematology, the 
laboratory must meet the requirements specified in 493.1230 through 493.1256, 493.
1271, and 493.1281 through 493.1299. 

This CONDITION is not met as evidenced by:
Based on review of the laboratory's policy and procedure manuals, patient test records 
and transfusion records, the laboratory failed to meet the requirements specified in 
493.1230 through 493.1256, 493.1271, and 493.1281 through 493.1299. The 
laboratory failed to document ABO Rh typing of donor units prior to transfusion 
(refer to D5553)

D5407 PROCEDURE MANUAL
CFR(s): 493.1251(d)

Procedures and changes in procedures must be approved, signed, and dated by the 
current laboratory director before use.

This STANDARD is not met as evidenced by:
Based on a lack of available documentation and confirmed during interview, the 
laboratory failed to have procedures approved, signed, and dated by the laboratory 
director before use. Findings: 1. Upon review of the laboratory procedures, the current 
laboratory director did not approve, sign, and date the laboratory procedures for 
Hematology, Chemistry, Immunology, Blood gases, Urinalysis. 3. Confirmed during 
interview with the General Supervisor on February 20, 2019 that the laboratory 
director had not signed the procedure manuals.
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D5473 CONTROL PROCEDURES
CFR(s): 493.1256(e)(2)(g)

(e) For reagent, media, and supply checks, the laboratory must do the following: (e)
(2) Each day of use (unless otherwise specified in this subpart), test staining materials 
for intended reactivity to ensure predictable staining characteristics. Control materials 
for both positive and negative reactivity must be included, as appropriate. (g) The 
laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:
A review of Quality Control and interview with staff revealed the laboratory failed to 
document quality control of the Differential stain for hematology Findings were as 
follows: a . Based upon Quality Control of the differential stain for hematology the 
laboratory failed to produce documentation that the quality control was being 
performed. This was confirmed in interview with General Supervisor #1 on February 
20, 2019 at 11:20

D5553 IMMUNOHEMATOLOGY
CFR(s): 493.1271(b)(f)

(b) Immunohematological testing and distribution of blood and blood products. Blood 
and blood product testing and distribution must comply with 21 CFR 606.100(b)(12); 
606.160(b)(3)(ii) and (b)(3)(v); 610.40; 640.5(a), (b), (c), and (e); and 640.11(b). (f) 
Documentation. The laboratory must document all control procedures performed, as 
specified in this section.

This STANDARD is not met as evidenced by:
Review of selected 2019 patient transfusion records and blood bank procedures 
reveals that the laboratory fails to comply with 21 CFR 640.5 (b) and (c) No 
determination of Blood group and Rh factor on donor units are documented. Findings 
include: 1. Review of the patient transfusion record revealed that no ABO/Rh typing 
had been documented on two units transfused to patient on February 5, 2019. 2. 
Interview with General Supervisor #1 confirmed that no ABO/Rh for the two donor 
units were documented for patient transfused on February 5, 2019.


