
 

 

 
• Periodically verifies, for each thromboplastin lot number in use, the 

correct normal patient Prothrombin time mean and the International 
Sensitivity Index (ISI) value are being used for calculating the INR value; 
and 

 
• Periodically verifies the accuracy of the INR calculation (manual, 

instrument or LIS). 
 
To verify prothrombin time testing with INR calculations: 
 

• Check the accuracy of normal patient Prothrombin time mean calculation 
(manual, instrument or LIS). 

 
• Verify that the ISI used in the calculation correlates with the ISI specified 

in the reagent package insert.  Select an abnormal low or abnormal high 
prothrombin time result and verify the calculation. 

 
Probes §493.1269(b)-(c) 
 
Is the laboratory using the ISI value from the current manufacturer’s package insert in 
calculating the INR values? 
 
How does the laboratory ensure that the ISI values are changed with each change of 
thromboplastin lot number? 
 
Has the laboratory established its own normal patient mean with each lot of 
thromboplastin? 
 
For coagulation testing, do the records include timer checks and temperature checks as 
necessary? 
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§493.1269 Standard:  Hematology 
 
(c) For manual coagulation tests-- 
 
(c)(1) Each individual performing tests must test two levels of control materials 
before testing patient samples and each time a reagent is changed; and 
 
(c)(2) Patient specimens and control materials must be tested in duplicate. 
 
§493.1269 Standard:  Hematology 
 



 

 

(d) The laboratory must document all control procedures performed, as specified in 
this section. 
 
Interpretive Guidelines  §493.1269(d) 
 
Quality control records should include lot numbers, date prepared/opened, expiration 
dates, the actual measurement(s) taken, reactions and/or observations and demonstrate 
that controls were tested when shipments of reagents or stains were opened or when the 
laboratory prepared these materials.  However, do not dictate the acceptable format for 
documentation. 
 
D5551 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1271 Standard:  Immunohematology 
 
(a) Patient testing. (a)(1) The laboratory must perform ABO grouping, D (Rho) 
typing, unexpected antibody detection, antibody identification, and compatibility 
testing by following the manufacturer’s instructions, if provided, and as applicable, 
21 CFR 606.151(a) through (e). 
 
Interpretive Guidelines §493.1271(a)(1) 
 
21 CFR §606.151 requires the following standard operating procedures for compatibility 
testing: 
 
(a) A method of collecting and identifying the blood samples of recipients to ensure 
positive identification. 
 
(b)  The use of fresh recipient serum or plasma samples less than 3 days old for all 
pretransfusion testing if the recipient has been pregnant or transfused within the previous 
3 months.  If information on the patient’s history of transfusion or pregnancy is not 
available, then a fresh specimen is to be used. 
 
(c)  Procedures to demonstrate incompatibility between the donor’s cell type and the 
recipient’s serum or plasma type.  These procedures may consist of a serologic 
crossmatch, or a computer crossmatch.  The computer crossmatch is a process of 
ensuring that a unit of blood is compatible with a specified recipient by means of 
electronically matching patient pretransfusion test results (ABO/Rh, etc.) with 
information about the blood donor that is stored in the LIS.  The computer crossmatch is 
not strictly a “test” under CLIA; however, laboratories using this procedure must ensure 
that the LIS functions as intended.   Refer to FDA Guidance for Industry:”Computer 
Crossmatch” (Computerized Analysis of the Compatibility between the Donor’s Cell 
Type and the Recipient’s Serum or Plasma Type). 
http://www/fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformatio
n/Guidances/Blood/ucm25829.htm.  

http://www/fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/ucm25829.htm
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